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TO THE 


READER 





About the Authors 


The first three articles in this March 
JOURNAL are derived from speeches be- 
tore the thirteenth annual meeting of 
the Section on Food, Drug and 
metic Law of the New York State Bar 
Association, held on January 29 in New 


York City 


Cos- 


George P. Larrick, of Washington, 
D. C., Commissioner of Food and Drugs, 
presents a summary of Food and Drug 
Administration activities during 1957 
Especially interesting is his report on 
FDA’s vigorous fight against quackery, 


in both the food and drug fields. 


William W. Goodrich—as 
general counsel for food and drugs in 
the Department of Health, Education, 
and Welfare—offers his annual analysis 
of FDA litigation. His “Judicial Prog- 
ress in 1957” discusses cases and trends, 


assistant 


and spotlights areas where enforcement 
activity can be expected to grow. 

In “Latin-American Drug 
Victor C. Folsom points out differences 
in the food and drug laws of the United 
States and the so-called Latin-Ameri- 
can countries, and notes the potential 
difficulties in attempts to reconcile the 
common law and the civil law “because 
of the fundamental differences in the 
two systems.” Mr. Folsom writes author- 
itatively, out of his experience as foreign 
counsel of Sterling Drug, Inc., and vice 
Sterling Products Inter- 


New York City. 


president of 
national, Inc., of 


Harvey L. Hensel contributes a paper 
probing the question as to whether or 


Laws,” 


not dietary versions of standardized 


foods are “imitations” and, consequently, 
Must bear labeling to that effect. Mr 

depart- 
Chicago, 


Hensel, a member of the law 
ment of Swift & Company, 
is a graduate of the University of Ih 
nois Law School 

The fourth article in a series on 
notices of judgment—written by James 
C. Munch and James C. Munch, Jr.— 
deals with N. J.’s 15,001-31,157. Earlier 
papers in_ this 

published in the 
uary and April, 


JOURNAI 


valuable record were 
April, 1955, 


1956 


and Jan 
issues of the 


Dr. Munch, who has taught pharma- 
cology for than 25 
associated with the Bureau of Chemistry 
FDA) from 1917 until 
served as director of its 


more years, was 
(since become 
1928. He 
pharmacology 
ence bio-assay standards were first made 
He has 


search tor 


laboratory when refer- 


directed pharmacological re- 
numerous manufacturers; 


served as consultant in pharmacology 


and toxicology for various federal and 
state agencies; and operated a consult- 
medical 


Upper 


ing laboratory He is now 
director of Vaponefrin Company 
Darby, Pennsylvania 

Munch, Jr., at the 
was a 


His son, James C 
time of writing of the articles, 
premedical student at Temple Univer 
Philadelphia. Mr. Munch is 


United States 


sity, in 
now with the 
Army overseas 

Also in statement 


by Charles Wesley Dunn before a spe 


serving 


this issue are a 
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cial hearing, at Albany, New York, School, and “The Scientists’ Forum,” 
on February 27, concerning a pretest- edited by Bernard L. Oser, director 
ing amendment of the New York State of Food and Drug Research Labora 
food law; the continuing features “Chris- tories, New York City; and a new 
topher Comments,” by Thomas W. feature, “Foreign Law Comment,” con 
Christopher, associate dean and pro- tributed by Julius G. Zimmerman, also 
fessor of law, Emory University Law of New York City. 





Meeting of Food and Drug Men 


Among the speakers at the thirteenth annual meeting of the Section on Food, 
Drug and Cosmetic Law, New York State Bar Association, on January 29, at 
New York City were, from left to right, A. L. Tennyson, Chief Counsel, United 
States Bureau of Narcotics; William W..Goodrich, assistant general counsel, 
United States Department of Health, Education, and Welfare, Food and Drug 
Division; George P. Larrick, United States Commissioner of Food and Drugs; 
Charles Wesley Dunn, chairman of the section; Parke M. Banta, General 
Counsel, HEW; Bernard E. Conley, secretary of the Committee on Toxicology 
of the American Medical Association; and Irving H. Jurow, secretary of the 
section. 





WASHINGTON- 


ACTION 


AND NEWS 





In the Food and Drug Administration 


Monthly Report, 
28, 1958.—Court 
allegedly 
filed during January, 
Drug Administration 
on February 28 


Issued February 
actions against six 
devices 


the Food 


announced 


worthless medical 
were 


and 


Two of the I 1 were cabinets 


containing lo < electrical cir 


cuits dials and 


connected 
| 


> 
Bot 


practiti r who had degrees 


zed in the 


ontrols 
fice of 
in both 


chire practic 
mpanyil the 


that on vas good tor 
fi 


eas ot ig mm, mi 


medicine 
devices 
“body 
and 
could be 
treatment of undulant fever, 


Labeling ace 
claimed 
7 ammation 
irritation,” and that the other 
used in the 
cancer, tuber« ulos 
nel 


potsons, 
serious imniects« 
Another devi 
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practi 
Nc, " | I cap 


ing, ct ting r preventing 


Ss « 
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1 


by “measuring nerve interfer 


.” “determinin t se line of 
> : 
yf a subluxation, | measuring 


certain types of energ 


her devices were seized trom 


with al 
was a rubber 


was labeling them 


One 


that 
lege dly false claims 
brush 


a firm 


massage claimed to aid poor 
complexions and cases of degenerative 
diseases (heart conditions, rheumatism, 
and to strengthen the 


back Another 


lights to treat 


sciatica, etc.) 
and 
colored 


employed 
dermatitis, in 


spine 


flammation, infections and respiratory 


disorders he third consisted of an 


“infra surrounded 


Label 


treating 


red” generator seat 
by a circular reflecting cabinet 
ing recommended its 
rheumatoid 
betes, high blood 


other 


use for 


arthritis, pneumonia, dia 
goiter, and 


conditions 


pressure, 


serious disease 


Thirteen drug seizures were made 


during the month on the basis of false 


failure 


lack of 


and misleading claims, 
to meet labeled 


cle arance fof 


curative 
potency, and 


official drugs 
The 


tons of contan : and 


new 
Administrati 

unfit 
SCiz¢ d 


were actions during 


the mont! included 
vegetables bearing 1 res 


of DDT. or resi 
! 


idues 


pesticides 


ror wh there 1 ylerance;: chil 


powder ontaining fragments; 


1 
olive ou contaminate 


camphor 


ated oil; and anima ntaminated 


vith mimeral 


Morse th: 
ume oO! s¢ 
composed 
substitution redients 


Os€ declared he labels and Ss 


weight Included were nut cakes witl 
out red pepper skins 


for pimentos in stuffed anchovies, 


nuts. substituted 
bonito 
substituted for tuna fisl cottonseed 
oil substituted for olive oil 


water 


FDA 


voluntary 


contaiming excess 


During January, 


also reported 98 
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actions, including plant improvements 
costing $284,000... Among these actions 
were: 

(1) Voluntary destruction of 81 tons 
of unfit and drugs valued at 
$4,300. Included were numerous lots 
of old drugs, one containing a danger 
ous drug which has not been marketed 


f« Yt rds 


for ten years. Outdated antibiotics and 
vitamins were also found. 


2) Dumping of five lots of flavors 
containing coumarin, withdrawn from 
the market in 1953 after it was found 
to be injurious to laboratory animals 


Jail sentences were imposed in two 
criminal prosecution cases tried in Jan- 
uary. One defendant pleaded guilty 
and was sentenced to nine months’ im 
prisonment for selling colored oleomar 
garine labeled as butter. Federal and 
state inspectors found on the defend 
ant’s premises a butter-printing machine 
still containing butter 
labels, and oleomargarine labeled as 
butter. They also found shipments of 
the spurious butter made by the de- 
fendant to a restaurant supply firm. 


oleomargarine, 


A one-year sentence was pronounced 
on an awning salesman who, as a side 
line, was selling amphetamine to truck 
stop operators and others not licensed 
to dispense drugs. He had sold an 
FDA inspector a bottle of 1,000 tablets 


Nail Injuries Following Use of New 


Product.—Disfiguring and sometimes 
painful injuries to the nails can occur 
to users of a new cosmetic product, a 
plastic-covering type of “nail polish,” 
the Food and Drug Administration 
warned on February 26. 


Action is being taken to get the 
product off the market, and the manu 
facturing company is cooperating with 
the government in this effort, FDA 
noted. Dealers are being asked to re 
turn unsold stocks immediately. 


Users of the “polish” should remove 
the plastic coverings with extreme care 
to avoid peeling, splitting and break- 
ing-off of the nails, according to FDA 
officials. Approximately 700 women 
have complained to the manufacturer 
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and FDA of injury to their nails after 
using the product. 


The “polish” comes in the form of 
colored plastic strips of different sizes, 
shaped like fingernails. Approximately 
32 million applications of the product 
distributed 
marketed nationally in October of last 
FDA stated Millions of these 


unused in the 


have been since it was 
year, 
are still 
consumers. 


pt ssession oft 


The characteristic injuries have usually 
two to weeks after 
“nails” 


appeared in four 
the plastic 


many cases the injuries are slight, FDA 


were applied. In 
noted In the more severe cases, the 
nails break off to the quick 
no indication that there is any perma 
nent injury, and the nails apparently 
grow normally after use of the product is 
stopped, according to the Administration 


There is 


Plans for District Headquarters in 
Detroit.—On March 19, the Food and 
Drug Administration announced plans 
district office and labo 
This will 


to open a new 
ratory in Detroit in the fall 
be the first FDA district 
quarters in 24 years. During this period, 
FDA has had 16 such offices 


Detroit District 
of Michigan and northern judicial dis 
tricts of Ohio and Indiana, with total 
population of about 15 million. The 
areas are now served by 
Cincinnati District offices 


new head 


will serve the State 


Chicago and 


General Services Administration has 


accepted the offer of an apartment 


company in Detroit for the construc 
tion of a building to the new 
FDA office. 1554 East 
Jefferson Avenue; the building will be 
rented to the government. Initial staff 
district will total 67. Of 


house 


The site is at 


for the new 
these, 28 will be inspectors, 20 will be 
remainder will be 


scientists, and the 


administrative and clerical personnel 

George P. Larrick 
opening the Detroit 
FDA to 
both 


Commissioner 
that 
enable 


stated othce 


will provide greater 


protection for consumers and 


manufacturers 
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Report 


from the Food and Drug Administration 


By GEORGE P. LARRICK 


Beginning of FDA's Expansion Program in 1957 Brought Added Public 
Protection, Mr. Larrick Told the Section on Food, Drug and Cosmetic 
Law, New York State Bar Association, at New York City on January 29 


T IS A PLEASURE TO MEET with you again to discuss food 
and drug work. Our responsibilities are increasing year by year. 
Last year the population grew by 1.8 per cent, and is now estimated 
at 173 million—more than a 21-million rise since 1950. This alone 
brings problems in production and protection of the essential needs of 


so many people. 


The change, however, cannot be measured quantitatively alone 
Unprecedented technological developments have brought new practices 
in foods and drugs, beginning with the utilization of new substances to 
protect the growing crops, extending to new procedures in their manu- 
facture and continuing with new problems in mass transportation and 
distribution of perishables. 

\s you know, the fiscal year 1957 was the first year of the expan 
sion program recommended in 1955 by the Citizens Advisory Com 
mittee on the Food and Drug Administration after a study of FDA's 


obligations and resources. The expansion, made possible by appropria 
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FOOD DRUG COSMETIC LAW JTOURNAL-—-MARCH, 1958 


The Author Is Commissioner of Food 
J 


and Drugs, United States Department - 


he 
of Health, Education, and Welfare 





tion increases for two successive years, is resulting in added publi 
protection in: 

(1) More establishment inspections and samples collected. They 
rose from 16,287 inspections and 17,675 domestic samples collected in 
the fiscal year 1956 to 20,241 and 18,831, respectively, last year. In the 
first three months of the current fiscal year they were 6,015 and 5,365. 
These figures show a definite upward trend but do not tell the whole 
story of inspection operations. For example, 26 man-years were spent 
last year on the survey of untoward reactions associated with the use 
of antibiotics. Field investigations of the use of agricultural poisons 
and other special investigations likewise took an appreciable amount 
of inspectional time. 

(2) Added supervision of new drugs, both in handling applications 
more expeditiously and in surveillance of their results in general 
medical practice, in comparison with carefully controlled clinical tests. 

(3) More basic scientific research, including pharmacological 
studies on pesticide and chemical additives; nutritional studies on 
processed foods ; bacteriological studies on precooked and frozen foods ; 
improved testing methods for drugs; and studies of new cosmetic 
ingredients. 

(4) More man-hours for the development and enforcement of 
food standards. 

These were incorporated in the citizens advisory committee recom 
mendations, as was the waging of vigorous warfare against quackery 


This has been a most militant year in this field, beginning with our 


poster campaign last January to warn the public against the Hoxsey 
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cancer treatment I needn't tell a group of food and drug 
specialists that this brought us into court, where our right to warn the 


public against harmful practices was upheld 


Some of you, however, may not be aware of what was going or 
behind the scenes. Using specialists in mass psychology, the promoters 
held numerous meetings under the guise of “scientific lectures” to 
organize a protest movement among those prejudiced against recognized 
medical treatment. They used radio, television, circulars, “religious’ 
publications and even huge barn-side signs, to encourage the public 
to write to Congressmen and the President, demanding investigations 
of FDA “persecution” of their leaders. Many of them did write, for 
we have had a torrent of belligerent letters to answer. On the other 
hand, we have also had heartening letters from cancer victims and thei 
relatives and friends, grateful that the warning came soon enough to 


turn to treatment that would save or appreciably extend life 


Fight Against Nutritional Quackery 


We also have been taking the initiative against nutritional quacks 


Two went to jail last year. One was Adolphus Hohensee, a “health 


lecturer” with a long history of selling a line of “health foods” to 


cure or prevent disease. When his appeals failed and he finally was 
required to serve his sentence—more than two years after his cor 

viction—he filed suit against the judge who sentenced him and the 
United States Attorney who prosecuted him. His followers, too, have 


deluged the mails protesting his “persecution 


The second so-called nutritionist is a promoter of house-to-house 
sales of “Vit-Ra-Tox,” who furnished salesmen with most misleading 
literature about widespread malnutrition in this country, to which was 
attributed practically all illnesses and diseases, including diabetes 
polio, tuberculosis and cancer. As a part of his counterattack he 
attempted to discredit an outstanding expert witness for the gover: 


ment with the university where he teaches. 


\pparently his time at the Danbury penitentiary was not without 
its compensations, for he sent this Thanksgiving message to the mem 


bers of his sales organization 


Thanks to the loyal and steadtast efforts of our Vit-Ra-Tox distributors | 
have been able to completely relax mentally for five ont! I have met mat 
other businessmen who were continually worried ; it what was happer 


to their business in their absence while I was able to divorce my mind 
business realizing that every department was in loyal and dependable hands 
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Offhand, one would think that these three promoters have little 
in common, apart from their attempts to turn the public away from 
recognized medical treatment and induce purchases of their own 
specialties, but the same publicists use the same words—often in the 
same books, magazines, and circulars—to attack FDA as the tool of 
the American Medical Association, the “drug trust,” the American 
Cancer Society, and other organizations sincerely and effectively work 
ing to protect and improve public health. They cite our past “persecu 
tions”; the list includes most of the quacks that have tangled with the 


drug law for the past 20 years. 


Need for Concentrated Efforts 

We are facing an organized dissemination of medical and nutri 
tional quackery which will take the concentrated efforts of all of us to 
combat. The American Medical Association, the American Cancer 
Society, the Better Business Bureau and, in our own Department, the 
Public Health Service are doing good work in warning the public 
against quackery. We appreciate the assistance of all of these 
organizations. We hope every group which knows what constitutes 
good medical care and good nutrition will join in what may be a pro 
tracted struggle. 

The Citizens Adv isory Committee also recommended more educa 
tional work by us to help industry comply with the requirements of 
the law. In this we have had the full cooperation of many trade 
associations and other industry groups. I cannot, in the time avail 


able, name them all, but here are a few examples 


Trade-Group Cooperation 

The Corn Industries Research Foundation and the Grain Trade 
Council are cooperating in a program to produce cleaner corn for food 
use. The various trade and agricultural groups that have participated 
in the extensive educational program for clean wheat are too numerous 
to list. 

The American Butter Institute has widely disseminated a leaflet, 
entitled Safe Use of Pesticides on Dairy Farms, which FDA assisted in 


preparing. The National Milk Producers Federation—which reaches 


some half-million farmers—has also undertaken an intensive program 
to eliminate antibiotic and pesticide residues from the milk supply, 
with full cooperation by the United States Department of Agriculture. 
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Pesticide distributors have assisted state and federal control 


groups by urging farmers to comply rigidly with spray and dust 


schedules recommended by experts. Combined educational efforts 
have led to a high degree of compliance in this complex area which 


has such important public health aspects. 


FDA-FLI Meeting in Washington 

These examples have related to specific food industry groups 
More general in nature was the first meeting to improve communica 
tions between food industry leaders and FDA, held in Washington last 
November. Many of you here today attended and have received copies 
of the questions the participants sent in and our answers. We are 
indebted to Mr. Dunn for making the arrangements on behalf of the 
Food Law Institute. We hope such meetings can be held periodically 
and will become increasingly fruitful. 

For 34 years the drug industry and FDA have been cooperating 
in developing standards for drugs and methods for testing and assay 
ing them. This has been carried on largely through the Combined 
Pharmaceutical Contact Committee of the American Drug Manufac 
turers Association and the American Pharmaceutical Manufacturers’ 
Association. The revision committees of the United States Pharmacopoeia 
and National Formulary rely heavily on the collaborative studies made 
to control new products and devise better testing methods for those 


now included in the official compendia. 


Management Reorganization 

Before we turn to legislative matters, let me tell you of one more 
phase of our administrative progress—efforts to improve FDA man 
agement. A year ago we established a five-bureau form of operations 
The office of the Commissioner maintains direct supervision over 
administrative and business management; relations with states and 
trade, industry and consumer groups; and matters relating to new 
laws and regulations. We have just added to the staff a top manage 
ment expert with an outstanding record of efficient government operation 

The scientific divisions were grouped into the Bureau of Biological 
and Physical Sciences, to give major emphasis to strengthening 
scientific activities, the foundation on which our educational and 


enforcement activities are based. 
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In 1957 we began a carefully planned survey designed to measure, 


by statistically sound methods, our potential workload. A random 


sample was selected from a list of all firms believed to constitute an 
enforcement obligation. The survey now in progress is to determine 
the extent of compliance of these firms and the relative significance of 
violations or potential violations encountered. We expect to use the 
results in estimating requirements and in directing our programs. 

We are now reorganizing our education and information activities 
to help consumers and trade groups alike. The response to our re-es 
tablishment of our informal-statements-of-policy series has been most 


gratifying. 


Legislative Bills Carried Over 

There are two legislative matters carried over from the first 
session of the Eighty-fifth Congress that will be of major concern in 
the second session: 

Hearings began last summer on nine bills, presenting six new pro 
cedures for dealing with chemical additives. Our Department sub 
mitted its recommendations on April 8, 1957, but has not yet testified 
at the hearings. 

The other legislative proposal that seems most prominent at this 
early stage of the second session is the attempt to curb abuses occurring 
from the indiscriminate use of barbiturates and amphetamines. Several 
bills introduced define who may engage in the production and dis 
tribution of these drugs and require such firms to maintain records of 
their handling of these compounds which would permit improper sales 
to be detected by simple audit. 

Other carry-over bills, which have not received a great deal of 
discussion but may in the months to come, include ones dealing with 
the labeling of hazardous articles intended for household use (to 
replace the antiquated Caustic Poison Act), provision for the use of 
toxic colors in quantities or under conditions of use specified as harm 
less by FDA regulations, and regulation of the use of new chemicals in 
cosmetics. The Department has not yet made formal comments on 
these proposals. 

Growing defense expenditures present a challenge to all other 
public services. What can be curtailed or deferred to step up our 
missile program and other defense activities? It seems self-evident 
that unless we have strong healthy people to produce and use the 
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materials of defense we cannot have a strong defense. Pure foods and 


drugs are important to our national well-being 


To me, it also seems essential that we protect the integrity of 
these products—to maintain the public confidence that has been grow 
ing steadily for more than half a century. This is in the best tradition 
of our system of government and voluntary compliance with the law 


I fervently hope it will continue in the days to come 


The 1959 budget which the President submitted to Congress on 
January 13, 1958, requests that FDA receive $9,300,000 again in 1959, 
plus a $110,000 direct appropriation to resume civil-defense activities 
It was through the strong support of Secretary Folsom that FDA's 
programs were not permitted to suffer retrenchment in a period of 


great emphasis upon the defense program. 


While the only increase in staff will be for the new Detroit District 
and for civil-defense work, the budget provides for carrying in the next 
fiscal year the full staff authorized for 1958 and for continuing on a 
somewhat-reduced scale the program for replacement and moderniza 
tion of equipment and facilities in Washington and the field. We hope 
that in succeeding years it will be possible to implement fully the 


expansion recommended by the citizens advisory committee in 1955 


Tribute to Charles W. Crawford 

I know that the members of this group share our sadness in the 
loss of former Commissioner Charles W. Crawford last September 
At your first annual meeting he prophetically expressed the belief that 
the formation of this section would lead to a more general understand 
ing and thorough appreciation by lawyers of the benefits of good food 
and drug legislation to their clients, to themselves and to their families. 
He saw in it a recognition, on the part of the profession, of the 


importance that food and drug legislation has assumed in American life 


He was an able and devoted public servant who has left as his 


monument the Federal Food, Drug, and Cosmetic Act as it stands 


today, as well as many years of vigorous, sensible and even-handed 


administration of it. He said at your first meeting, of this type of 
administration : 


it has had a profound effect over the years in raising the quality of American 
food and drug supplies and in enhancing the integrity of merchandising practices. 


[The End] 








Judicial Progress in 1957. 


Mr. Goodrich—Who Spoke at the Thirteenth Annual Meeting, New York 
State Bar's Section on Food, Drug and Cosmetic Law, at New York 
City in January — Discussed Recent Cases in Various Fields Cov- 
ered by the Federal Food, Drug, and Cosmetic Act. He Expressed 
Belief That FDA Expansion Will Generate More Enforcement Activity 


ry. HE PAST YEAR has been a full and exciting one in food and 


drug litigation. 


It has brought us to the door of the Supreme Court of the United 
States for a fundamental decision, resolving a conflict in the courts 
of appeals as to whether we must tolerate the use of toxic coal-tar 


colors in the Nation’s foods. 


It has brought to a successful conclusion extensive, expensive and 
time-consuming litigation against the most widely promoted nostrum 
for the treatment of internal cancer in man. Commissioner Larrick 
has said that our campaign against this type of medical quackery is 
a militant one. I can endorse his idea that militancy here brings us a 
considerable volume of business in the courthouse. Within a two- 
month period last fall our contest with Hoxsey and the Pennsylvania 
Hoxsey Cancer Clinic took us into two district courts—with two cases 
in each court—and into the court of appeals in Philadelphia to hold 
a judgment we previously had won in a six-week jury trial. The final 
by-product of all this litigation was a ringing judicial endorsement of 
the Department’s right to publicize, and the public’s right to know, 
the government’s findings that a claimed cure for cancer is actually 
a worthless one. 

The coal-tar color litigation is of great importance to all of us. 
The Department has always taken the view that Congress meant what 
it said when it told us to list and certify for use in foods, drugs and 
cosmetics only those coal-tar colors that are harmless. We accepted 


158 





By WILLIAM W. GOODRICH 





The Writer, of Washington, D. C., Is Assistant 
General Counsel for Food and Drugs, HEW 


the statement in the legislative history that a harmless color is one 
that is without adverse physiological effect. When our Division of 
Pharmacology completed investigations which established that three 
colors had significant toxicity when fed to laboratory animals, we 
announced the scientific results and held a hearing to remove the 
three colors from the approved list. Although the scientific evi- 
dence at the hearing was undisputed, our construction of the statute 
was seriously questioned in three of tue courts of appeals. In 1956, 
the regulations removing the colors from the list were upheld here in 
New York. A proceeding for review in Chicago was thereupon dis 
missed. But the Florida Citrus Exchange and other users of one of 
the colors, Red No. 32, sought and obtained judicial review in the 
Fifth Circuit. In July, 1957, the regulations were set aside by the 
court of appeals insofar as they removed Red No. 32 from the list of 


colors available for use in coloring Florida and Texas oranges 


This decision conflicted, we believe, with the New York decision, 
and we have asked the Supreme Court to take the case and resolve the 
conflict. If the petition for a writ of certiorari is granted, the Supreme 
Court will be called upon to decide whether the Department must 
place on the list of harmless colors a toxic coal-tar color that can 
perhaps be used in small enough amounts so that the colored food 
will be safe. The court of appeals in New Orleans held that existing 
law gives us that responsibility; that when a color is needed for the 
successful marketing of a food, such as the orange, the color is required 
in production ; and, thus, that we have to establish a safe tolerance for 
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it to permit this particular use. This construction involves not only 
our basic authority in dealing with coal-tar colors, but has added to 
the regulatory scheme the requirement that we list both “harmless” 
coal-tar colors and also poisonous and deleterious ones which are 


needed and for which a safe tolerance can be established. 


Two Coal-Tar Color Lists May Be Necessary 


If this decision is the law, we will have to reorient our thinking 
about coal-tar colors. Heretofore we have all considered them as 
innocuous substances to be used in any amounts without restriction 
by food processors to achieve the desired eye appeal. The sole ques 
tion we have had to ask ourselves is whether the color is from a 
certified batch. This certification gave us official assurance that the 
color was itself without any toxic potential whatever and that no 
restrictions need be observed in its use. If we go into tolerances under 
the interpretation of the Fifth Circuit, we will have two lists—one for 
harmless colors which can be used without restraint and the other for 
toxic colors which can be used only in or on selected products and 
within the stringent limitations of a prescribed tolerance. When the 
color is a toxic one, its user must establish, first, that it is required by 
him in his production. In this he must compete against other manu 
facturers unless the color is safe enough to be tolerated in a variety 
of products. In addition, manufacturing controls must be adopted to 
give him assurance that no more of the toxic color enters his food 
than the tolerance allows. And our inspectors must then interest 
themselves in manufacturing formulae, procedures and controls, and 
must obtain the necessary samples to enforce the tolerances in the 


interest of public health. 


While we would prefer to have only harmless colors in our foods, 
it may well be that some essential coloring materials will not meet 
such a stringent test. If this is so, as certainly many people believe, 
new legislative consideration will be required to provide a workable 


law dealing with the safety of colored foods. 


Outcome of Hoxsey Litigation 


The Hoxsey litigation, as I have said, was long and expensive 


But the public cost was small indeed in terms of saving lives and 


sparing the unsuspecting of needless misery. We now have permanent 


injunctions against both the Dallas and Portage clinics which forbid 
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the interstate distribution of the so-called Hoxsey treatment for ir 

ternal cancer. The Portage injunction was entered by consent, after 
the government had put on an overwhelming case in Pittsburgh in 
late September. But before the deferdants capitulated, Hoxsey him 
self sued Secretary Folsom and Comnaissioner Larrick in Washington 
to require them to recall the warning poster that had been sent to 
all the 46,000-plus post offices in the country and at least to modify 
its terms. The Portage clinic also sued the Secretary and the Com 
missioner to enjoin us from making field investigations which involved 
interviewing people who were taking the treatment. After the injunc 
tion was entered, the Portage clinic dismissed its case. On our motion, 
Hoxsey’s suit to prohibit the poster publicity was dismissed by Dis- 


trict J udge Holtzoff. 


The poster suit was based on a claim that the Food and Drug 
Administration had no right to publicize its belief that a drug treat 
ment is worthless without first affording the promoter of the product 
a full-dress hearing on the claimed merit of the drug. While we con 
tended that Hoxsey had had more than an administrative hearing 
two full trials, one of which was a trial by jury—we also defended 
on the ground that nothing in the due-process clause of the Constitu 
tion requires a hearing before the government may tell the publy 
what it knows about an alleged cure for cancer. Pointing to the 
Federal Food, Drug, and Cosmetic Act itself, which specifically 
authorizes the Department to disseminate information regarding drugs 
in situations involving imminent danger to health or gross deception 
of the consumer, we told Judge Holtzoff we were doing exactly what 
Congress authorized us to do, in the way they authorized us to do it 
The court held that even without such express authority the Depart 


ment could publicize its findings, and no prior hearing is required 


Oral Representations Giving Drug Status to Products 


The past year produced two important appellate decisions that 


oral representations, made by promoters of simple products such as 
honey and bone meal, make those articles drugs and result in their 
being misbranded when they fail to bear adequate directions for use 
for the conditions described in the oral representations. Both of the 
defendants were sent to the penitentiary, though both claimed they 
were being improperly prosecuted under the Federal Food, Drug, and 
Cosmetic Act for what was essentially false advertising within the 


exclusive jurisdiction of the Federal Trade Commission 
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We have had a modest program of enforcement against filling 
station and restaurant operators along the major highways who have 
been selling “bennies” to long-haul truck drivers, thus endangering 
not only the drivers’ lives, but the lives of wholly innocent travelers 
on the highways. Several of these defendants have been imprisoned 
There is a large profit motive in this sort of violation, since the drug 
can be purchased for $3 per thousand and resold illegally for five to 
ten cents each, or for $50 to $100 per thousand, in this market. 


In seeking out the wholesalers of the drugs to the illegal outlets, 
the trail has led to the prosecution of at least one licensed medical 
doctor. This physician, himself a heavy user of amphetamines, was 
convicted by a jury and sentenced to a jail term. The case was 
appealed on the contention that a licensed practitioner is not subject 
to the prescription-only dispensing requirements of the Act. We have 
just learned that the Fifth Circuit affirmed the doctor's conviction 


Mountain Valley Water Case 


The Mountain Valley Water case, which we lost in a jury trial 
in Hot Springs, Arkansas, was reversed by the United States Court 
of Appeals for the Eighth Circuit. The court held that our motion 
for an instructed verdict and our later motion for judgment not 
withstanding the verdict should have been granted. The water was 
plainly misbranded because it was for special dietary use by reason 
of its mineral content. and its labeling failed to bear the required 
information about this mineral content. Though the appellate court 
expressed the view that some of the labeling claims were unwarranted, 
on remand the district court entered a judgment on the mandate 
which, in effect, adjudicates in Mountain Valley’s favor the claimed 
falsity in the labeling. This case probably will be taken up again in 
an effort to compel the district court to conform its judgment to the 
mandate and opinion of the court of appeals. 


In new fields, we have had some litigation involving the new- 
drug provisions of the Act, as well as a number of seizures of raw 
agricultural commodities—particularly spinach—adulterated with ex- 
cessive residues of pesticide chemicals. 

The new-drug cases, most of which are still pending, arose from 
the widespread distribution of pega palo, a vine grown in the Dominican 
Republic, as a sex rejuvenator and of royal jelly, the queen bee’s only 
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food, as the answer to premature aging. In addition, we are litigating 
with a repacker of a variety of new drugs for which he holds no efte« 


tive new-drug applications. 


The spinach cases involved 14 carloads (8,680 bushels). The 
vegetable was sprayed with DDT when the fields were attacked by 
insects shortly before the harvest dates. This experience convinces 


us that there is much work to be done in this pesticide area. 


There has been a modest increase in injunction litigation—not 
all of which has been successful. We lost an important case in which 
we charged the defendant with watering shucked oysters. This setback 
forced us to abandon temporarily our injunction program against 
that type of economic violation. We lost a motion for a temporary 
injunction against a firm engaged in extracting oil from olive pomace 
which, we contended, had been handled not as food, but as garbage, 
and had been subjected to depredations of birds, rodents, and other 
contaminating influences. Successful injunction actions were brought, 
against a number of country grain elevators, in enforcing our clean 
grain program; two vinegar producers to correct holding practices 
which permitted insect infestation; and a pickle processor who care- 


lessly conducted his brining operations. 
‘ 4 


Actions Involving Tomato Paste and Tomato Products 


An important tort claims case was decided in our favor by the 
Second Circuit, and the Seventh Circuit held that handling, unload 
ing, and other costs could not be recovered against the Food and 
Drug Administration when it failed to sustain the seizure action 


which brought the costs about. 


rhe tort claim arose because our New York office examined and 
released several lots of tomato paste when they were offered for 
importation, but the lots were later seized and destroyed when we 
found our original analyses erroneous. The plaintiff contended that 
it had accepted and paid for the tomato paste only after we released 
it and that our alleged negligent inspection, analysis and release 
caused his loss. The court of appeals upheld the dismissal of the 
case, saying that this kind of negligent misrepresentation—even if 
it existed—was not covered by the Federal Tort Claims Act 


The Seventh Circuit reversed an award of about $3,000 in costs 
it 


against the Food and Drug Administration which had been allowed 
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as an aftermath of a seizure of tomato products. The district court 
ruled that FDA “intercepted” the shipment, thus causing certain 
unloading and storage costs prior to their seizure by the marshal 
and similar costs which the claimant incurred in sorting the food 


and obtaining representative samples on which it based its defense. 


The appellate court held that the seizure, though not sustained, was 
initiated with probable cause and that costs would not be allowed 


Future Promises More Activity 


There are, of course, other cases that should perhaps be men- 
tioned here, but time does not permit. The future seems to promise 
more, rather than less, activity. The FDA expansion will generate 
more enforcement cases as the new inspectors and chemists become 
productive. We will have to enforce the injunctions we have against 
the distribution of the worthless Hoxsey internal cancer treatment, 


and prevent the distribution of the treatment by people not now 
under restraint. Also, we will have to get to work on the large 
food standards and other regulations docket that has built up since 
the Hale amendment authorized any interested person to file a peti- 
tion to issue, amend or repeal any such regulation. [The End] 


FOODS—PRICE-FIXING AGREEMENTS; 
PRICE DISCRIMINATION 


Tuna .. . Charges that a boat-owner association has engaged in 
a conspiracy to fix tuna prices and to prevent competition in the industry 
are dismissed without prejudice. (Released March 13, 1958.) 

Food products . . . A food producer would be prohibited from 
granting promotional allowances to its customers except on a propor 
tionally equal basis. In an initial decision, the hearing examiner ruled 
that because some 3 per cent of the producer’s business is preparing meat 
for canning, it is a “packer” within the definition set out in the Packers 
and Stockyards Act. The Commission subsequently vacated the exam 
iner’s dismissal, and remanded the case for further proceedings. It held 
that the act did not cover an organization which produces only products 
of which meat may be an ingredient. Counsel for both sides have entered 
into a stipulation. This provides that the Commission’s counsel has 
available substantial evidence which, if put in the record, would prove 
all factual allegations in the complaint and that the producer does not 
contradict this proof. However, the producer expressly reserves its claim 
that jurisdiction rests solely with the Secretary of Agriculture. (Released 
February 27, 1958.) 

A A candy company is prohibited from granting promotional 
allowances to its customers unless such allowances are granted on pro 
portionally equal terms. (Released February 17, 1958.)\—CCH Trapt 
REGULATION Reports § 27,068; 27,036; 27,025. 











Latin-American Drug Laws 


By VICTOR C. FOLSOM 


The Foreign Counsel of Sterling Drug, Inc., and Vice President of 
Sterling Products International, Inc., New York City, Presented His 
Paper at the January 29 New York State Bar Association Meeting 


IRST, I should probably apologize for the title which I have given 

this paper. Although it can be criticized on the ground that 
not everyone south of the Rio Bravo is Latin, I have never found a 
better term than “Latin America” to describe the 20 independent and 
sovereign republics to the south of us. At least it is half right, as we 
are all Americans. For some reason or other many people in this 
country refer to Latin-American drug laws as though they should 
constitute a unit of some kind. We do not refer to “European drug 
laws,” but to “English drug laws,” “German drug laws,” “Italian drug 
laws,” etc. Now that I have straightened out everyone else on this 
subject, I shall immediately proceed to use the term “Latin-American 


drug laws” throughout this paper. 


A second apology may be in order. I find that I am stepping into 
a controversy regarding the state of Latin-American drug laws and 
what is apparently considered the need for uniformity.’ I believe it 
was Lincoln who said that a problem is half solved when one discovers 
exactly what it is. If he did not say it, he should have, as often an 
analysis of a problem shows it to be nonexistent or that the solution 
proposed is wide of the mark. Some of the statements which have 
been made about Latin-American drug laws indicate a lack of under 


standing of basic facts. 


Within certain limits, uniformity in law in general would be a 


good thing for the world. Since the drug laws directly affect the health 

1See F-D-C Reports of September 30, the Pan-American Sanitary Organization 
1957, and December 23, 1957, reporting on and the Pan-American Pharmacy Congress 
meetings of the Executive Committee of 


165 





PAGE 166 FOOD DRUG COSMETIC LAW JOURNAL—MARCH, 1958 
of the world, it is important that they be as uniform as possible. How 
ever, the fact that this objective is desirable does not make it easy of 
attainment. Even in our own 48 states we do not have the degree of 


uniformity which one might expect. 


A common misconception which seems to exist in this country is 
that the drug laws of Latin America are a mystery and that they can 
not be found. The most apparent reason for this is that the laws are 
in a different language, and few of the laws and regulations have been 
published in English. Asa 
the implied criticism that Latin-American countries should publish 
their laws in English rather than in Spanish, Portuguese, or French. 


“sometimes” Latin American, I object to 


On many occasions I have tried to find United States law to submit as 


proof of foreign law in courts in Latin America, and I have yet to see 


it published in anything but English. 

the 
This 
We find it quite accurate 


Our Department of Commerce does publish in English 
pharmaceutical regulations of the countries of Latin America.’ 

service is no doubt familiar to most of you. 
and most useful. Each report cites the various laws and regulations 
upon which it is based. It is sometimes difficult to secure copies of 
the actual basic laws because many of them are out of print, but they 
can be obtained with the same amount of effort it takes to find most 


laws in civil law countries. 

As you can see, I do not find the drug laws of Latin America too 
difficult to locate nor do I find them too complex to understand. They 
are fairly modern and up to date, and a surprising amount of uniformity 


is found in them, considering that 20 different countries are involved. 


Perhaps it all depends on your point of view. My own viewpoint 


is somewhat akin to that of one of our precocious laboratory rats who, 
“You 
asked 


recently returned to his cage, ran to a fellow rat and exclaimed: 
know, I think I’ve got that Dr. Zilch conditioned!” “How so?’ 


2**Pharmaceutical Regulations of —,"’ 
World Trade Information Service, Part 2 
Operations Reports, published by the De- 
partment of Commerce (covering 13 coun- 
tries to date). See also the following 
earlier Department of Commerce publica- 
tions: ‘‘Panama—Pharmaceutical Regula- 
tions,’ Business Information Service (Janu- 
ary, 1954); ‘“‘Pharmaceutical Regulations of 
the Dominican Republic,’’ World Trade in 
Commodities (June, 1950): ‘‘Guatemala 
Regulations Governing Medicinal and Bio- 
logical Products, and Toilet Preparations,"’ 


World Trade in Commodities (December, 
1947); ‘‘Peru— Pharmaceutical Regula- 
tions,’ World Trade in Commodities 
(April, 1948): ‘“‘Pharmaceuticals, Proprie- 
tary Medicines, Biologicals and Medicinal 
Chemicals—Republic of Haiti,"’ /ndustrial 
Reference Service (December, 1945): ‘‘Nica- 
ragua—Pharmaceutical Regulations,”’ IJn- 
dustrial Reference Service (August, 1945) 
‘‘Paraguay—Regulations Governing Phar- 
maceuticals and Toilet Preparations,’’ /n- 
dustrial Reference Service (May, 1945) 
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his colleague. “Well,” replied the first rat, “now every time I press 


the bar, he gives me food!” 


From the outside things look a little difficult, while those on the 
inside of the maze find the situation completely normal. Personally, 
[ have much more difficulty reading and interpreting some of our fed 
eral and state laws than I do in reading the relatively direct language 


of the Latin-American drug regulations 


“Positive’’ and ‘‘Negative’’ Systems 


The system of registration of drug products in Latin America may 
be described as a “positive” system of licensing, while that prevailing 
in our country is frequently described as a “negative” type of control 
With the more rigid enforcement of the new-drug provisions of out 
federal law, the two systems may be converging, with our system 
adopting more of the civil law system than vice versa. As in the case 
of most types of law, there is much that each could profitably borrow 
from the other. We feel that our system is best, but I can assure you 
that there are Latin-American health department officials who are 
somewhat shocked to learn that there is no official agency in our 


country which tests and licenses all medicinals to be sold to the public 


In our office we attempt to keep up to date the essential pharma 
ceutical laws and regulations of each of the Latin-American countries, 
in chart form. We maintain three charts: The first gives us, at a 
glance, board-of-health registration or licensing procedures for both 
foreign and locally manufactured products ; the second, labeling specifica 
tions; and the third, authorization requirements for local manufacture. 
In addition, we compile trademark licensing laws and regulations 
These charts enable us to compare the requirements of one Latin 
American country with those of another and to prepare uniform 
documentation and labeling for certain groups of countries. Before 
everyone in the audience starts ordering a set of these charts, | should 
hasten to add that they are not available at any given moment because 


they are constantly being changed. In fact, they change so fast that 


we have considered writing them in a sandbox containing quicksand. 
Seriously, the task of keeping this information current is one that 


requires constant vigilance by someone in each country. 


Since the basic purpose of, and approach to, pharmaceutical regu- 


lation is the same in the various countries of Latin America. it is not 
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surprising to find substantial uniformity in the essential provisions of 
the laws and regulations. For example, standard documentation may 
be prepared for the registration of imported products with the boards 
of health. Some of it will prove to be surplusage in some countries, 
but will not be objectionable. The two basic documents which const! 


tute the application for registration are: 


(1) A certificate setting forth the form and description of the 
product; quantitative, qualitative and structural formulas; pharma 
cological action of the product and its ingredients ; indications ; dosage 
mode of administration; manufacturing process; assay and titration ; 
and the name and address of the responsible pharmacist and the manu 


facturing laboratory. 
Ss - 


2) A United States board-of-health certificate of free sale. 


i 4 


They must be accompanied by professional literature, samples 


and, in some cases, laboratory affidavits. 


\ power of attorney authorizing the presentation of the docu- 
ments must be on file with the board of health. The product is then 
analyzed by the board and in some countries its efficaciousness * is 
passed upon by a board of medical experts. Approval is by no means 
a routine matter. If it passes all tests, its sale is licensed. The term 
of the license granted varies from one to ten years, although in half of 
the countries the license is theoretically permanent. 

The labeling requirements of the various Latin-American countries 
are for the most part sufficiently uniform to permit the use of only 
one label for most countries. A label showing the following would 


meet the requirements of most Latin-American countries: name and 


quantity of product, proper pharmaceutical dosage form, name of 
producing establishment and its location, formula, indications (general 
pharmacological properties only), and dosage if it is a proprietary 


product. In addition, in small print, at the bottom or on the side of 
* See, for example, Argentina, Art. 79 of coticas, issued under the Céd‘go Trujillo de 
Decreto de 18 Septiembre 1906: Reglamen- Salud Publica (Ley No. 4471): Mexico 
tacién de la ley sobre ejercicio de la Far- Cédigo Sanitario de los Estados Mexicanos, 
macia, as amended by Decreto No. 29.112 1 Marzo 1955, Art. 206, and Reglamento 
of 1 Octubre 1947; Brazil, Decreto N para el registro, revision, certificacién y 
20.397 de 14 Janeiro 1946: Regulamento do propaganda de medicinas de patente, es- 
Ezercicio da Inditstria Farmacéutica no pecialidades, aparatos médicos, productos 
Brasil, Art. 63: Dominican Republic, Arts de tocador, higiénicos, de belleza y simi- 
5 and 9 of Reglamento No. 1951, 6 Agosto lares, 20 Mayo 1942, Arts. 16 and 36: Vene- 
1956: Reglamento para la fabricacién y zuela, Decreto No. 53, 15 Marzo 1943: Reg- 
registro de productos medicinales, veteri- lamento de la Ley de Ejercicio de la Far- 
narios, biolégicos, quimicos, farmacéuticos, macia, Art. 53 
especialidades farmacéuticas y drogas nar- 
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the label, the requirements that are peculiar to a particular country 
should be added following the name of that country, such as the 
registration statement required by all countries, the name of the 
responsible pharmacist, the name and address of the importer, the trade 
mark registration number, the expiration date where applicable 
to the product, the sale price, etc. Admittedly, it is not always easy 
to get all this information on one of the small labels we use in Latin 
America where the retail unit is sometimes literally two or three 
tablets. An expert Japanese “miniscribe” is sometimes a handy fellow 


to have in your label department. 


Control of Drug Advertising 


In certain fields, such as advertising, the laws affecting pharma 
ceutical products do vary substantially from country to country 
Some few of them rigidly censor advertising copy, and no copy may 
be used unless it has the approval of the authorities. All kinds of 
advertising are checked for inaccuracies, deceptions, exaggerations 
and the like. Other countries exercise the same type of control as is 


maintained in the United States. 


Some of these requirements probably sound stringent to most of 
you. Perhaps a bit of history would help to place in perspective the 
different approaches which the civil law and the common law take to 
this field of law. As you know, the laws of Latin America have their 
ancient sources in Rome and their more immediate ones in Spain and 
France. You will be relieved to hear that I will not take you back to 
Justinian’s Codex. However, I did examine some relatively recent 
Spanish and French history. The Spanish Ordinances of Pharmacy 
of April 18, 1860 * regulated the sale of medicinals in a rather enlightened 
manner. One interesting sidelight is that the lawmakers of that 
early date were concerned with the problem of substitution in drug 
stores. The law prohibited substitution, and provided both fines and 


imprisonment as a penalty. 


The institution of the responsable (responsible pharmacist), which 
seems to give many of our North American drug companies difficulty, 
is not a recent invention, but is centuries old; his existence was surely 
justified in his day. His function is, of course, to certify that the pill 


which the doctor prescribes contains what the doctor thinks it con 


om Joaquin Escriche, Diccionario Razonado . <. tee ata oP 
de Legislacién y Jurisprudencia, Vol. 2, 
pp. 120-121 (Madrid, 1874). 
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tains. As in everything, there have been abuses of this institution, but 
this is not the fault of the law. It may console those of you who have 
recently dealt with the regulations of Cuba regarding the responsable 
to know that the Spanish law of 1860 specifically provided that a 
pharmacist could not own or manage more than one establishment. 
The civil law, ovér a long period of time, seems to have confined 
both the manufacture and sale of drugs to pharmacists. The Spanish 
law made a distinction between what we call ethicals and proprietaries, 
although the two terms were not known at that time. A few house 
hold remedies could be sold in nondrug outlets, but the rules were 
strict. For example, no one other than a pharmacist was allowed to 
sell natural mineral water or to manufacture artificial mineral water 
All in all, the law indicates that even in those days the pharmacists 
knew their way around the halls of the lawmakers. On the other hand, 
the influence of the supermarket may account for the fact that the 
same law prohibited the sale in pharmacies of any products other than 
medicines, chemicals having therapeutic value, and medical instruments. 
Even today the law of El Salvador literally seems to reserve to 
pharmacists the exclusive right to manufacture and sell medicinal 
products.* The Junta de Ouimica y Farmacia in that country has in 
recent years reasonably interpreted this so as to permit companies to 
manufacture and sell medicinals, but a pharmacist must be president 
or manager of the company, as well as a stockholder. The law of 
France still contains an even more restrictive provision. However, in 
1955 this was amended to provide that the principal classes of com 
panies having a registered capital of 50 million francs or more are 
exempt from these provisions.® It is obvious that while laws of this 


type served their purpose in the days when the compounding of 


medicinals was actually done by an individual pharmacist, they have 
outlived their usefulness in this era when automation determines the 
amount of baking soda to be mixed with the salicylic acid. 

My principal point in referring to this bit of history is to indicate 
that the civil law countries were probably the leaders in the develop 
ment of laws to control the manufacture and sale of medicinals. 
Comprehensive codes existed in those countries at a time when our 
own legislation was actually in a primitive state. 

Another lesson that may be learned from history is the fact that 
many of these codes which were adopted by then-advanced countries 





5 Ley de Farmacias, Art. 19 * Art. 596 of the Code de la Santé Pub- 
lique, as amended by law of May 22, 1955 
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became obsolete. The history of the law is filled with examples of 
legal complacency which arises out of the existence of codes. Few of 
the pharmaceutical codes in Latin America can be criticized on this 


score. In general they are flexible and give wide discretion to adminis 
trative agencies. This can be disconcerting to lawyers trained in the 


common law, but does not upset those who are used to the repeal of 
legislative decrees by ministerial regulations and their subsequent 
resurrection by administrative circulars. In any compilation of a uni 
form code of drug laws which could be adopted by the civil law 
countries, careful attention should be given to the problem of flexibility 
to meet changing conditions, which the future will inevitably bring. 


\s most of you know, in the field of food law substantial progress 
has been made in the compilation of a uniform code. A commission, 
under the chairmanship of Dr. Carlos A. Grau of Buenos Aires, has 
completed the first 11 chapters of the draft of a model alimentary code 
which will be presented to the Latin American Congress of Chemistry, 
scheduled to meet in Mexico City in 1959. It is my understanding that 
The Food Law Institute will undertake the publication of this code in 
both English and Spanish. To my knowledge no similar work has 
been done in the field of drug law. However, at its tenth conference, 
in Buenos Aires, the Inter-American Bar Association created a section 
on food, drug and cosmetic laws of the Americas.’ I believe the new 
section will concentrate for the present on a study of the drug laws of 
this hemisphere, and it is to be hoped that this work will contribute to 
the adoption of sound laws by the Americas. 

We will have difficulty reconciling the common law and the civil 
law because of the fundamental differences in the two systems. It is 
difficult for me to imagine the United States adopting the affirmative 
licensing system prevailing in Latin America or the civil law countries 
adopting our system. If we are going to advocate “a standard law” 
in this hemisphere, whose standard are we going to use ? 


At this point you may think that I am unduly pessimistic. On the 
other hand, I may be like the optimist who enjoys the view when he 
has been treed by a bull. The drug laws of the hemisphere look fairly 
good from where I sit; a surprising amount of uniformity already 
exists and more will be attained if we approach the problem step by 
step, for “paso a paso se va lejos.” Thank you. [The End] 

7 The following were appointed the first ek New 2 York City Victor Cc Folsom, New 
officers of the section chairman, Dr York City, and Dr. Noe Azevedo, Sfo 


Jorge E. O'Farrell, Buenos Aires, Argen- Paulo, Brazil; secretary, Dr. Enrique E 
tina: vice chairmen, Charles Wesley Dunn, Bledel, Buenos Aires, Argentina 





HARVEY L. HENSEL Discusses 


Dietary Version 


of a Standardized Food—ls It an Imitation? 


Analyzing the Question of Whether ‘‘Imitation’’ Must Be Used on the La- 
bel When a Dietary Version Is Sold, Mr. Hensel—Member, Law Department, 
Swift & Company, Chicago—Notes That the Only Characteristic Such a 
Food Has in Common with an Imitation One Is Similarity to Another Food 


N RECENT YEARS there has been an ever-growing consumer 

demand for dietary foods. This has encouraged food manufac 
turers to produce a dietary version of almost every known type of food 
Quite naturally, producers of standardized foods have also considered 
the possibility of marketing a dietary version of their standardized 
product. These manufacturers, however, are often advised that in 
order to market such a food legally, either the standard must be 
changed in order to provide for the dietary version of the food or the 
product must be called an imitation food. Neither of these possibili 
ties is appealing. Even with the assistance of a temporary permit, the 
procedure involved in changing a standard is lengthy and uncertain.’ 
The marketing of a dietary food as an “imitation food” is distasteful 
because of the commercial belief that the word “imitation” is a serious 
handicap to the sale of a product.* It is the purpose of this article to 
attempt to determine whether or not the dietary version of a standard- 
ized food is an imitation food and, hence, whether the word “imitation” 
must be used on the label when this product is sold. 


In order properly to analyze this question, we first must determine 
what is an “imitation food.” The only reference to this subject in the 
Federal Food, Drug, and Cosmetic Act is the statement in Sectior 


403(c) that a food shall be deemed to be misbranded “if it is an imita 


1 Several packers of canned fruit are pres * Requiring a food to be labeled ‘‘imita- 
ently following this procedure in order to tion’’ has been called by one author the 
legally ship water-pack canned fruits with equivalent to: “‘Give them death by inches.’ 
sweeteners See Edward Brown Williams, ‘‘New Prod- 

ucts for Old Uses,’ Food Drug Cosmeti 
Law Journal 587, 594 (September, 1953) 


artificial 


2 





tion of another food, unless its label bears, in type of uniform size and 
prominence, the word ‘imitation’ and immediately thereafter the name 
of the food imitated.” There is no definition of the word “imitation” 
in the Act. The lack of any precise statutory definition of “imitation’ 
is referred to by the Supreme Court in the famous /mitation Jam case 
as follows: 

Imitation foods are dealt with in Section 403(c) of the Act. In that section 


Congress did not give an esoteric meaning to “imitation.” It left it to the under 
standing of ordinary English speech 


Definition of ‘‘Imitation’’ by Courts 


Since we have no statutory definition of “imitation,” it becomes 
necessary to see how the word has been defined by the courts in cases 
which have required an interpretation of it. A check of these cases 
shows that by far the best discussion of the meaning of “imitation” is 
found in the federal district court decision in the Chocolate Chil-Zert 
case.‘ In this case the United States Government contended that a 
vegetable fat frozen dessert sold under the name of “Chocolate Chil 
Zert” was an imitation of chocolate ice cream and was misbranded 
since the word “imitation” was not contained upon its label. The court 
agreed with the contention of the government and said, in part 


It is plain that no all-inclusive test of imitatior in | rescribe 
semblance and taste ; elements as indicated in the 
{62 Cases of Jam % S.], 340 U. S. at page 599 Smel cluded 
me of the elements. U. S. v. 10 Cases, more or less, Bred Spred, , 49 F. 2d 
[The word connotes inferiority, 62 Cases of Jam z ited State a, 340 | 
at page 600, 71 S. Ct. 515, in the sense that it is cheapene: the substitution 
1 ingredients. Resemblance alone is not enough to ynstitu imitation 
more Butterine Co. v. Talmadge, D. C. 32 F. 2d 904. affirmed. 
It would seem that imitation is tested not by the presencs 
element of similarity, but rather by the effect of a composit 
As indicated above, Chil-Zert is identical with ice cre: 


facture, packaging and sale It is similar in 


xly and melting qualities. It has identical uses; 

om ice cream in the substitution of a cheaper ingre 
in place « ilk products. It is, therefore, somethin 
article chocolate ice cream. It is inescapable that the 
h 


English speech would denominate it as an imitation 


Probably the most important observation made by the court in 
the Chil-Zert case in trying to define the word “imitation” is its com 
ment: “It is plain that no all-inclusive test of imitation can be pre 
scribed.” This is another way of saying that there are many tests 

Sixty-two Cases of Jam wv. U. 8., CCH t Ss v. | ases, More or Less 


Food Drug Cosmetic Law Reports { 7193 of “‘Chocolate Chil-Zert,’’ CCH Food 
340 U. S. 593, 599 (1951) Drug Cosmetic Law Reports ‘7272. 114 


F. Supp. 430, 432 (DC N, Y¥ 1953) 
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used to determine whether or not a given product is an imitation of 
another product. Let us now consider these various tests, as set forth 
in the court decisions, and apply them to a dietary version of a stand 
ardized food. 

In order for a food to be classified as an imitation food, there must 


be similarity in taste, appearance and smell between the imitation food 


and the genuine product. A court of appeals *® expressed this view, 
while considering whether Bred Spred was an imitation jam, by saying 

Such imitation would, naturally, be disclosed by the tests of appearance, of 
taste, of smell. 

This type of similarity, of course, exists between a standardized food 
and a dietary version of the same food. The courts, however, have 
made it equally clear that presence of this similarity between two foods 
does not of itself mean that one food is an imitation of another. For 
example, when the Supreme Court of Wisconsin * was presented with 
the question as to whether Dairy Queen was an imitation of ice cream, 
the court said: 

It is contended that Dairy Queen is an imitation ice cream in that it re- 
sembles ice cream in taste, texture and consistency. Appellant does not concede 
this, but if it were so, a resemblance to ice cream does not make the product 
an imitation. 

In Butterine Company v. Talmadge,’ the court held that butterine 
was not an imitation of butter. ' In its decision, the court said: 


Is it not true that “imitation” indicates something intentional rather than 
incidental? It imports more than mere resemblance or similitude 


In the case of Commonwealth v. New England Maple Syrup Com 
pany,* the Supreme Court of Massachusetts held that the syrup sold by 
the defendant was not an imitation of pure maple syrup. The 
court said: 

We see nothing in the labels upon the body of the bottle in which the syrup 
was placed, or upon the cork, calculated to show any attempt at such imitation; 
and the mere facts that the consistency of the two syrups was the same, and 
that the color of the compound was the same as one of the various colors of 
pure maple syrup are not enough. 


In at least one case the federal government agreed with the cases 
cited above. In Land O’Lakes Creameries v. McNutt, Federal Security 
Administrator, et al.,° the petitioner took the position that the sole 
purpose of using certain optional ingredients in oleomargarine was to 


5U. 8. v. Ten Cases Bred Spred, 49 F. 732 F. (2d) 904, 909 (DC Ga., 1929), aff'd 
(2d) 87, 91 (CCA-8, 1931) 37 F. (2d) 1014 (CCA-5, 1930). 

* Dairy Queen of Wisconsin v. McDowell, 5217 Mass. 432, 434. 105 N. E. 453, 454 
260 Wis. 471, 476, 51 N. W. (2d) 34, 37 (1914) 
(1952), rehearing den., 260 Wis. 471, 52 * 132 F. (2d) 653, 658 (CCA-8, 1943) 
N. W. (2d) 791. 
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simulate the genuine product, butter, and when they were used, the 
product should be labeled “imitation.” The government, however, 
took the position that “the mere resemblance or similarity of one food 
to another is insufficient to make one an ‘imitation’ of the other 


The above cases, as well as the Chil-Zert case,"” make it quite « 


lear 
that the mere fact that a dietary food resembles a standardized food 
does not mean it is an imitation of a standardized food 

[Imitation products are most often characterized by courts as prod 
ucts that are inferior in quality and cheaper in price. On this question 
11 


the Supreme Court said, in the /mitation Jam cas« 


But the name “imitation jam” at once connote 
a different, an inferior preserve, not meeting th« 


In the Chil-Zert case, the court said 
its composition differs only from ice cream i 


cheaper ingredient; namely, vegetable oil in place of milk produ 
tore, something less than the genuine article chocol: e cream 


In the case of Day-Bergwall Company v. State,"* the court said 


It stands to reason that where a manufacturer like the def 


use of coloring matter, attempts to imitate another substance, 


imitated is invariably one of higher grade, standard, or value 


No Substitution of Cheaper Ingredient 

While it is true that a dietary food will always be different in 
some respect than its standardized version, it is submitted that this 
“difference” does not mean that the dietary food is lower in quality 
The difference is not caused by the substitution of a cheaper ingredient, 
as is usually the situation in an imitation food, but by the effort on the 
part of the manufacturer to produce a product with certain character 
istics—regardless of cost. Certainly, there is no doubt but what 
dietary foods are sold at a much higher price than the nondietary 
version of the same food. It is reasonably clear that a dietary food is 
not an imitation food on the basis of the tests of quality or price 

Another test used by courts to determine if an article is an imita 
tion of a genuine article is the test of deception. The deception may 
be in the way the article is packaged or in the way the article is sold. 
First let us consider the question of packaging. In the case of LU’. S. ¢ 
Five Cases of Cham pagne,"* the issue before the court was whether a 
certain wine was an imitation of champagne. The court said 


In short, the bottles containing the cheap carbonated wine are such a close 


imitation in form, or shape, dress, corking, and label that the ordinary observer 


190 Wis. 8, 19, 207 N. W. 959, 963 (1926) 


v0 Cited at footnote 4 
% 205 F. 817, 818 (DC N. Y., 1913) 


™ Cited at footnote 3 
% Cited at footnote 4 
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would and does casily mistake, accept, and use the imitation as a genuine bottk 
of imported champagne. . . Evidently it is gotten up and dressed and labeled 
in this way to deceive the ordinary purchaser and user of champagne 


1 


In the case of Higgins Manufacturing Company v. Page,” the court 


considered whether the plaintiff's nut product was made in imitation 
of butter: 

The trade dress is not only not an aid to deception, but is designed t 
tell the truth and to avoid deception. The triangular form of the package, the 
label with the name “Nut-Z-All,” and the words “Nut product,” “Prepared for 
cooking and baking,” prove that the plaintiff has, in 
best to avoid deception of a customer. There is no deception in the package 


ese respects, done its 


T) 
' 
tl 


that is offered to the customer in the shop, and when the package is opened by 
a person who has read the label, the yellow color of the product would probably 
not make him believe that he had got butter. 

The packages used for dietary foods in no way deceive purchasers 
by making them believe they are buying the genuine article. In the 
first place, the word “dietetic” (or a similar word) is usually found in 
large type on the label. This is a clear warning to the purchaser that 
he is not buying the standardized food. In addition to the word 
“dietetic,” the label contains other detailed information, regarding the 
contents of the package, which is found only on dietetic products 
Furthermore, dietetic products are very often sold in packages smaller 
than the packages in which the nondietary version of the same products 
are sold. 

Another form of deception often referred to is the sale of imitation 
food to consumers desiring the genuine product. For example, in the 
case of Land O’ Lakes Creameries v. McNutt,” the court said : 


Oleomargarine is a well known food product with an identity of its own, 
and there is nothing in the record before us, with the possible exception of the 
expert opinion expressed by Mr. Lepper (with which the respondent did not 
agree) to indicate that oleomargarine has been, or is likely to be, passed off as 
butter; that it is, or is likely to be, used as a deceptive imitation of butter; o1 
that labelling requirements will not effectually protect consumers against fraud 


In the case of Dairy Queen of Wisconsin v. McDowell," the 
court said: 

According to the stipulation, Dairy Queen will not be sold as ice cream 
Whatever resemblance it may have to ice cream, therefore, cannot mislead the 
public in buying it 

In State v. Carolene Products,** the Supreme Court of Missouri held 
that a filled-milk product was not being sold as an imitation milk. I: 
stating its conclusion, the court said: 
~ #8 297 F. 644, 648 (DC R.I., 1924). 8 346 Mo. 1049, 1062, 144 S. W. (2d) 153, 


% Cited at footnote 9 157 (1940) 
Cited at footnote 6 
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From the facts above set out, we are unable to see how the buying public 
could be deceived into thinking they were buying milk when purchasing re- 
spondent’s products 


There appears to be no possibility of a dietary food being pur 
chased by someone who thinks he is purchasing the nondietary version 
of the same food. We have already mentioned the very noticeable 
difference in price and labeling. In addition, any possible confusion 
is eliminated by the practice of retailers of displaying all dietary foods 
together and not placing dietary foods next to their nondietary counter 
parts. This practice of displaying all dietary foods together is required 
by law in some states ** and has been recommended by the Food and 
Nutrition Board in its policy statement on artificial sweeteners 

There is one characteristic of dietary foods not found in imitation 
foods. Ordinarily, an imitation food is only purchased by individuals 
who would have purchased the genuine product if the imitation food 
had not been available. It is submitted that in many cases this is not 
true in the case of dietary foods. Consider, for example, the case of 
a diabetic individual. The availability of a dietary version of a product 

with saccharin instead of sugar—makes it possible for the diabeti« 
to purchase and eat a certain food which he otherwise could not con 
sume. This indicates that there is a demand for many dietary foods 
that did not previously exist for their nondietary counterparts. It is 
submitted that this is not a characteristic of an imitation food. It is, 
however, a characteristic of a new food. 

In conclusion it is suggested that a dietary version of a standard 
ized food is not an imitation food. The only characteristic it has in 
common with an imitation food is similarity to another food. This, we 
have seen, does not by itself make a food an imitation food. When 


the other tests of an imitation food are applied (such as inferior product, 


cheaper product, deception in packaging, purchase as genuine product, 


etc.), not one of them indicates that a dietary food is an imitation food 
It would appear that a manufacturer of a dietary version of a standard 
ized food should be able legally to market his product without using the 
undesirable word “imitation” on his label.*° [The End] 


” For example, see Florida Statutes An- not “‘purport to be nor are they repre 
notated, Sec. 500.25(2); Iowa Code Anno- sented as'’ a food for which a standard has 
tated. Sec. 190.10: Minnesota Statutes Anno- been prescribed They are, in effect, sepa- 
tated, Sec. 31.023 rate foods The Supreme Court held, in 

2 It may be contended that if a dietary the Jmitation Jam case, that a food comply- 
version of a standardized food is not an ing with the labeling provisions of Sec 
imitation food, it is illegal because it does 403(c) was not misbranded for failure to 
not comply with Sec. 403(g) A complete comply with Sec. 403(g) Can it not also 
discussion of this question is not within be contended that if a dietary food com- 
the scope of this article However, it is plies with Sec. 403(j), it is not misbranded 
the writer's opinion that dietary foods do for failure to comply with Sec. 403(g) 





By JAMES C. MUNCH and JAMES C. MUNCH, JR. 


NOTICES 
NOS. 15,001 





REVIOUS REPORTS of this series discussed Notices of Judg 

ment (N. J.’s) 1 through 15,000, which had been published in ac 
cordance with Section 4 of the 1906 Federal Food and Drugs Act 
This report completes the consideration of the remaining 16,157 N. J.’s 
published under that Act. From this total, there are 1,602 dealing 
with foods, 1,653 dealing with drugs, 3,430 dealing with drug prod 
ucts and preparations, and 153 dealing with cosmetics—using the same 
classifications which we have established for the previous reports 
This represents a total of 6,838 N. J.’s, or 42 per cent of the group 
of 16,157. Of these, there were a total of 82 contests, of which the 
government won 45. 

Foods 

Actions were brought because of the presence of arsenic or lead 
on a variety of fruits and vegetables, although the total numbers 
brought were decreasing. The courts suggested that the government 
was not required to establish the deleterious action of apples con 
taining spray residues before condemning such foods, although other 
decisions did not follow this reasoning. 

Charges of conspiracy to violate the Act were brought against 
the individuals responsible for shipping “Ginger Jake,” and some of 
them were sent to jail (N. J. 19,400). Actions were brought against 
a number of so-called “imitation food flavors” because of the presence 
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OF JUDGMENT- 
TO 31,157 





This Is the Fourth in a Valuable Series of Papers on Notices of 
Judgment. The First Appeared in the April, 1955 Journal; the 
Second and Third Were in the January and April, 1956 Issues, 
Respectively. The Authors Have Expressed Willingness to Answer 
Queries Concerning Specific Products Mentioned in the Articles 


of carbitol or diethylene glycol. A dye for use in coloring oil con- 
tained 94 parts per million of lead but, since it was diluted more than 
2 million times, the court ruled that the product as consumed would 
contain only negligible amounts of lead; it rendered a verdict in favor 
of the defendant. 

Drugs 

The actions against 1,653 drugs cover a wide range, although 
substantial numbers of actions were brought against ergot compounds, 
ether, and the glandular preparations requiring bio-assay. 

In deciding that a lot of thyroid tablets which averaged 20 per cent 
above the labeled strength had not been properly manufactured (N. J. 
26,953), the court held that adding excess material was not a substi 
tute for proper assay of drug products at the time of manufacture. 


Drug Products and Preparations 
The principal activities in this group were directed toward anti- 


septics, blood purifiers, products for relieving any and all “female 


179 





PAGE 180 FOOD DRUG COSMETIC LAW JOURNAL—MARCH, 1958 


complaints,” and “consumption cures.” The most extensive trial is re 
ported in N. J. 19,651, against a product sold for external application 
for the cure of tuberculosis, pneumonia, influenza, etc. It was an 
emulsion of turpentine, ammonia, thiosinamine, cresol and some egg. 
In earlier action, a jury had found for the manufacturer. Therefore, 
it was necessary for the government to conduct an extensive study 
on patients to show that the product was incapable of doing what it 
claimed before undertaking another seizure campaign and court con 
test, which was won by the government. In this case, the court indi 
cated that laymen were not competent to diagnose their own diseases 
at times and certainly could not detect or determine their cure. It 
was very unfortunate that some of the testimonials that the product 
had cured tuberculosis were met by the introduction of death certifi 
cates showing that this was the cause of death! 

The government won a number of cases against extracts of plant 


products for the treatment and cure of diabetes. In a suit against an 


other preparation for the treatment of pneumonia (N. J. 26,784), Judge 


Chesnut stated that no dealer in patent medicines is justified in putting 
out statements to the public which he is unable to back up by satisfactory 
authority. Sporadic individual opinions do not justify such claims if 
they are against enlightened judgment and knowledge of people who 
are experienced with regard to the action of drugs of this kind. 

Lack of proper analytical control of supplies as purchased was 
responsible for the use of tartar emetic instead of tartaric acid in a 
laxative preparation (N. J. 31,116), but the mistake was discovered 
before deaths resulted from the use of the product. 

\ progressive increase in actions against veterinary products was 


evident 





James C. Munch, Medical Director of 
the Vaponefrin Company, Upper Darby, 
Pennsylvania, Was at One Time Asso- 
ciated with the Bureau of Chemistry 
(Now the Food and Drug Administration) 





NOTICES OF JUDGMENT 


James C. Munch, Jr., Left Premedical Work 
at Temple University to Enter Army Service 





The testimony of veterinarians that products were ineffective 


was a fact for submission to a jury (N. J. 30,900). 


In the charge of a court to the jury in a seizure contest of a prod 
uct for the treatment of asthma and hay fever (N. J. 19,476), it was 
stated that: 

if you find from the evidence that this preparation is dangerous to entrust 


in the hands of a layman, without medical supervision, and if the label bears no 
adequate statements as to such danger, then you may find that the statements 


as to the therapeutic value of the medicine are fals« But even if you find tl 
you should go further and consider whether they were made with an intent to 
deceive. , 

The product contained potassium iodide. The verdict of the jury 
was for the claimant, with the recommendation that a warning against 
the product’s use by persons having tubercular tendencies be inserted 
in the literature for the product! 

Careful preparation of evidence, supported by adequate scientifi 
data, was noted in some cases. N. J. 18,653 deals with a product sold 
for the relief of symptoms of croup. It contained lard, camphor 
Canada balsam, origanum oil, thyme, and a small amount of alcohol 
To meet the charge in the seizure that the product did not contair 
any drug or combination of ingredients capable of producing the effect 
claimed, the defendant put on the witness stand several competent 
physicians who had had personal experience with the product on a larg 
number of children and who testified regarding the observed valu 
of each ingredient and of this combination. The court directed a 
verdict in favor of the claimant and dismissed the libel 


This may be contrasted with a long trial of a vitamin product 
(N. JT. 30,999) which claimed to contain vitamins A, B, C, D, E, F 
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NOTICES OF JUDGMENT PAGE 185 
and G. Bio-assays failed to show any vitamins A, D, or C, and only 
traces of vitamin B. The daily dose of vitamin G would require the 
ingestion of 150 tablets. Experts testified that their clinical studies 
with this preparation agreed with the bio-assay results, and the com 
pany was found guilty. This decision was affirmed by the Circuit 
Court of Appeals for the Seventh Circuit, and the United States 


Supreme Court refused to review the case. 


Cosmetics 
There was only one contest in the group of 153 cosmetics. A 
preparation was offered for the treatment of dandruff (N. J. 26,952). 
In considering evidence in connection with the seizure of the material 
as a “safe and harmless treatment for dandruff and acne,” the court 
held that the presence of .3 per cent of mercuric chloride made this 


unsafe in fact and found the company guilty 


Summary 

This final series of 16,157 N. J.’s contained 6,838, or 42 per cent, 
which were included in our survey because of their relation to, or 
possible effect on, the health of the consumer. Of these there was 
a total of 82 contests, of which the government won 45. These N. J.’s 
point out the degree of control over certain types of contaminations 
under the 1906 Act; at the same time there is some evidence of the 
failure of the government to proceed against certain types of products, 
which culminated in the move for a new Act. 


Recapitulating our studies of the entire group of 31,157 N. J.’s 


published in accordance with the provisions of Section 4 of the Fed 
eral Food and Drugs Act of June 30, 1906, as amended, there was 
a total of 11,465 N. J.’s having a direct bearing on the health of the 
consumer, or about 37 per cent. Of these, products considered as 


foods comprised 2,151; drugs, 2,608; drug products and preparations, 
6,515; and cosmetics, 191. There was a total of 207 court contests 
included in these N. J.’s, of which 123, or 60 per cent, were won by 
[The End] 


the government. 


N. J.’s CITED 
N. J. No. 18,653: U. S. v. 23 7/12 Dozen Bottles. ..Lee’s Save the Baby (Troy, 
New York). 
N. J. No. 19,400: U. S. v. Max Reisman, Harry Gross and Hub Products Com- 
pany, Inc. (Boston, Massachusetts) 
N. J. No. 19,476: U. S. v. Sixty Bottles (and Twenty-seven Bottles) of Dr. M. 
Hermance’s Asthma and Hay Fever (Lowell, Massachusetts). 





PAGE 186 FOOD DRUG COSMETIC LAW JOURNAL—MARCH, 1958 
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J. No. 19,651: 
. No. 26,784: 

. No. 26,952 


S. v. Seventeen Bottles...of B. & M 
). S. v. T. F. Maher (Gowan Chemical Company) 
i ah Ninety-two Bottles and One Jug of Eczematone 
. No. 30,900: S. v. Dr. David Roberts Veterinary Company, Inc., and 
’r. David Roberts 
’. S. v. Royal Lee (Vitamin Products Company) 
S. v. Dr. F. M. Lawrence (American Laboratories) 


No. 30,999 
No. 31,116: 


l 
l 
[ l 
. No. 26,953: U.S. v. Wilham H. Rorer, Inc 
U 
I 
l 


Among the speakers at the January 29 meeting of the New York State Bar Associ- 
ation’s Section on Food, Drug and Cosmetic Law were the government and 
industry representatives pictured above. From left to right, they are: Charles 
Wesley Dunn, Victor C. Folsom, Samuel A. McCain, Bernard L. Oser, S. L. 
Mayham, A. R. Miller, and William J. Condon. With the exception of Dr. Miller, 
they all addressed the afternoon session of the meeting. 


Coe 





STATEMENT BY CHARLES WESLEY DUNN, OF NEW YORK CITY, 
AT FEBRUARY 27 HEARINGS IN ALBANY [NEW YORK] ON BILLS 
(IDENTICAL SENATE INT. 2042-ASSEMBLY INT. 2453 AND IDENTI- 
CAL SENATE INT. 2054-ASSEMBLY INT. 2488) FOR PRETESTING 
AMENDMENT OF NEW YORK STATE FOOD LAW 


“ MAKE THIS STATEMENT for the Grocery Manufacturers 
of America, Inc., located at 205 East 42nd Street in New York 


City, of which I am general counsel. It is the national association 


of food manufacturers; and its members include leading food manu 
facturers of every kind, throughout the country and in New York 


State. 
(1) 


“While the bills under consideration differ in form, they have 
the same basic purpose and effect. For they propose an amendment 
of the New York State Food Law to assure the safety of manufac 
tured food, before it is sold and consumed in this State; and it does 
so by providing for the safety of intentional food additives in gen 
eral and chemical ones in particular, before they are used and except 
as provided. The amendment has a special regard for chemical addi- 
tives because of their nature and for these further reasons: such 
additives are largely and increasingly and essentially used in manu- 


factured food, to preserve and improve it. 


“From the standpoint of food manufacturers doing a local busi 
ness in New York State the regulation thus proposed is basically as 
follows: The amendment first requires that the manufacturer shall 
adequately pretest any such additive to establish that it is safe for 
its intended use, if and to the extent that precautionary action is 
scientifically indicated. The amendment next provides that the manu- 
facturer shall make an advance report of the pretesting evidence to 
the administrator, for his evaluation thereunder. The amendment 
then directs the administrator to approve or disapprove such use to 
the additive, on the basis of the reported pretesting evidence. Hence 
the administrator is thus given a broad control accordingly over 
manufactured food sold and consumed in this State, exercised in his 


administrative discretion and subject to court review. 
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Mr. Dunn—President of The Food Law 
Institute — Heads the American Bar 
Association Division of Food, Drug 
and Cosmetic Law and Also the New 
York State Bar's Equivalent Section 





“The amendment contains other important provisions, but it suf- 


fices now to note the foregoing basic ones. 


(2) 


“As a responsible national organization of food manufacturers 
my association perforce approves the protective purpose of this pro 
posed amendment of the New York State Food Law; and also the 


philosophy of its pretesting requirements. Their administrative imple- 


mentation however raises serious policy questions inviting discussion 
at another time. For we are now concerned to point out that this 
amendment should be legislatively approached on the basis of two 


governing facts. 


“The first fact is that Congress has been investigating a similar 
amendment of the Federal Food, Drug, and Cosmetic Act, our national 
pure food law, since September 1950. This investigation has been 
an exhaustive one, conducted at the highest scientific and public and 
industrial levels. It began with hearings by the House Delaney Com 
mittee in 1950, which resulted in a recommendation of such an amend 
ment; and it continued with hearings by the House Commerce 
Committee in 1956 and 1957. That Committee will soon complete 
these hearings on a federal amendment; and we expect its enactment 
this year. I testified at all these hearings that my association approves 
the principle of this amendment; and its principle is now generally 
endorsed. The only remaining question is the form of this amend- 
ment; but it is a highly controversial issue, which the House Com 
mittee must resolve. In short: the first fact is that Congress has 
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still to determine the form of an analogous federal amendment, after 


a long and comprehensive and authoritative investigation of it. 


“The second fact is a closely related one, namely: It is essential 
that any state pretesting amendment of this kind (regulating the 
composition of manufactured food) be uniform with a federal one 
in both law and administration, for food manufacturers to conduct 
a uniform interstate business; and it is the prevailing situation. 
Manifestly this uniform law cannot exist until a standard federal 
amendment has been enacted; we now await its enactment this year, 
which my association strongly urges; but that cannot occur until 
after the 1958 session of the New York State Legislature has adjourned 


(3) 


“On the basis of these facts my association respectfully suggests 
that the legislative development of a pretesting amendment of the 
New York State Food Law be deferred until a like standard amend- 
ment of the Federal Food, Drug, and Cosmetic Act has been enacted 
This delay should not be long; it is only caused by a due investiga- 
tion of how such an amendment should be drawn; and the need for 
a state amendment does not exceed that of a federal one. Moreover 
neither amendment is an emergency one, required by a fatal use of 
food additives; it is instead a normal long-range protective amend 
ment; and pending its enactment both the Federal and the New York 
State Food Laws outlaw any poisonous or deleterious food additive 
We should go on to say that responsible food manufacturers now 
voluntarily pretest their additives, where this is scientifically indi 


cated to establish their safety. 


“In conclusion: my association pledges that when a federal 
amendment has been enacted it will duly cooperate to secure the 
prompt enactment of a uniform state one, which is equally protec- 
tive. Just as we previously cooperated to make the New York State 
Food Law itself uniform with the Federal Food, Drug, and Cosmetic 


Act, after it was enacted.” [The End] 


¢ APMA ANNOUNCES $5,000 IN GRANTS ¢ 


[The American Pharmaceutical Manufacturers Association has an 
nounced a $1,000 grant to each of the following law schools: Harvard, 
Yale, New York University, Stanford and Southern California. The 
grant was made to underwrite a series of annual “Charles Wesley Dunn 
lectures on the food and drug law.” 





CHRISTOPHER 


COMMENTS 





Thomas W. Christopher is associate dean and professor of law at Emory 
University, Atlanta, Georgia. 


Privity—A New York Supreme Court decision * is interesting 
both for its holding on the subject of privity and for its discussion 
of the problem. The facts are that a lady purchased a crumb custard 
cake from the defendant, the latter having baked the product. The 
lady’s husband and guests ate the cake and became ill as a result, 
analysis showing that the product contained a toxic substance. The 
question is whether the husband and guests may recover from the 
defendant on the theory of implied warranty. 


The court answered in the affirmative, admitting that the older 
decisions were contra, but saying that the trend was away from the 


older doctrine: 


It seems clear that our modern standards and criteria should not be encum 
bered with such an uncompromising rule and as a result “the assault upon the 


citadel of privity” has rapidly developed ... . Based upon the high regard 
which the law has for human life, the assault, especially in food cases, has 


become more vigorous. 


The court went on to say that the consequences to the consumer 
resulting from consumption of such food may be disastrous and “if 
anyone must suffer it ought not be the one who has no opportunity 
of determining the condition of the article but rather the one who has 
at his command the means of doing so.” Citing treatises, law review 
articles, and decisions, the court expressed the feeling that the rule 
of privity will ultimately develop to the point where a person who 
makes a contract may be liable to anyone who may be expected to be 
injured by a defect. In discussing the attitude of other courts, the 
legal basis of the various holdings is mentioned; these vary from 
jurisdiction to jurisdiction. One uses the third-party beneficiary doc 





* Welch v. Schiebelhuth, CCH Food Drug 
Cosmetic Law Reports { 22,511, 169 N. Y 
Supp. (2d) 309 (Kings Co., 1957). 
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trine, another says that warranty runs with the title and, in a third, 


“privity of contract exists in the consciousness and understanding of 


all right-thinking persons.” The last reason is perhaps the most frank 


of all, and would seem to be nearest to the real reason why courts are 
breaking away from the old requirement of privity. Another basis 
for the holding is agency, and the New York court appears to lean 
to this. 


In summing up, the court writes: 


as long as we are encumbered with the privity rule progress towards 
the full protection of the consumer will be slow and tedious. It is not easy to 
understand why we should tenaciously adhere to such a rule which experience 
has revealed to us to be unsound. The law is not static, but dynamic 


What this decision means in New York, of course, remains to 
be seen. But it is well worth reading by students in the field of product 


liability, for it develops better than most decisions a growing attitude. 


* BROKERAGE FEES—-CANNED SEAFOOD « 


A company selling canned seafood is charged with giving 
customers reduced prices which reflect brokerage or rebates in lieu of 
brokerage. The Federal Trade Commission brought charges against the 
company and its president. The complaint holds that the parties violated 


; 


Section 2(c) of the Robinson-Patman Amendment to the Clayton Act 


The president of the company, the complaint says, owns all or 
substantially all of the company’s capital stock. He also owns a substat 
tial interest in, and is president of, two seafood-packing companies. The 
one owns and operates canneries in Kodiak, Cordona and Juneau, 
Alaska; the other owns a clam-packing plant in the State of Washington 

According to the complaint, the respondents sell their 
salmon and other seafood on a cost plus 5 per-cent basis. witl 
mission paid by their subsidiary packers. In addition, the) 
brokers for various packer principals, receiving 5 per « 
selling price for their services in these transactions 

Alleging that sales usually are made through field brokers 
receive a 2'4-per-cent brokerage fee, the complaint notes, however, that 
the parties make many direct sales to at least one large buyer having 
branches in North and South Carolina and in Florida. In these trans 
actions, the complaint charges, this favored customer is granted a rebate 
of 2% per cent under the guise of a promotional allowance 

The complaint alleges that the parties use these additional means 
in making unlawful allowances to certain favored buyers: (1) selling 
their principals’ seafood products at net prices lower than those ac 
counted for to the packer-principals and (2) selling their own products at 
net prices lower than those charged nonfavored customers. These latter 
reduced prices, according to the complaint’s allegations, reflect brokerage 
or a discount in lieu thereof. (Issued January 14; released February 10, 
1958.) —CCH Trape Recutation Reports § 26,998 
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The Scientists’ Forum— 





By BERNARD L. OSER 


Director, Food and Drug Research Laboratories, Inc. 


Editor's Comment: Since it came into being in 1947, the World Health 
Organization has established a remarkable record of successes in im- 
proving world health, mainly by serving as a medium for the ready 
exchange of vital information. It was recognized early that for WHO 
to provide information on tests and standards of purity and potency 
of drugs would be of the utmost help in promoting better health. There- 
fore, various means have been studied for collecting and disseminating 
this kind of information which is generally not considered suitable for 
publication in scientific journals. The organization conducted a survey 
over a period of several years, results of which were reviewed by a 
study group which met in Geneva, December 4-8, 1956. 


The study group consisted of the following: members—T. Canback, 
director of chemical research, Pharmaceutical Control Laboratory, 
Stockholm, Sweden (rapporteur); H. Davis, chief pharmacist, Ministry of 
Health, London, England; Professor L. Domange, directeur du Laboratoire 
National de Controle des Medicaments, Paris, France (rapporteur); 
Professor |. R. Fahmy, head, division of pharmaceuticals, National 
Research Centre, Cairo, Egypt; Professor T. Kriyone, director, National 
Hygienic Laboratory, Tokyo, Japan; E. Lang, Ciba, Ltd., Basle, Switzer- 
land; George P. Larrick, Commissioner of Food and Drugs, Food and 
Drug Administration, Department of Health, Education, and Welfare, 
Washington, D. C.; C. A. Morrell, director, Food and Drug Directorate, 
Department of National Health and Welfare, Ottawa, Canada (chair- 
man); P. M. Nabar, drugs controller to the Government of India, Direc- 
torate General of Health Services, New Delhi, India (vice chairman); 
consultant—Dr, R. Hazard, professor of pharmacology and materia 
medica, faculty of medicine of the University of Paris, France; and 
secretariat—P. Blanc, chief, pharmaceutical section, WHO (secretary). 


The group prepared a report, which has just been published (available 
at 30 cents per copy from the Columbia University Press, International 
Documents Service, 2960 Broadway, New York 27, New York). Following 
is a condensation of this report, prepared by Dr. Lloyd C. Miller, 
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director of revision of the United States Pharmacopoeia, to whom our 
appreciation is expressed. 


The entire report is of importance to many in the United States phar- 
maceutical industry, but space limitations have made it necessary to 
omit some sections in reproducing it here. Especially noteworthy is the 
proposal that WHO create facilities for producing what are called 
“information sheets'’ in the report. The means of collecting this 
information will vary from country to country, and is under active study 
for the United States. This will provide for sharing of essential informa- 
tion by those who have it (that is, the producers of drugs and, to a lesser 
extent, some of the better-equipped control agencies, such as our 
FDA) wiih those who need it badly (for example, the public-health 
au‘horities of Brazil, Ethiopia and India, to name only three). The 
handicaps faced in most countries of the world where facilities are 
limited and information scarce or nonexistent can readily be imagined. 


Use of Specifications for Pharmaceutical Preparations: 
Report of a Study Group 


Introduction —The director-general of WHO, opening the meet 
ing, stated that it was the first time that a study group had been 
convened to deal with the methods used for the examination of 
pharmaceutical preparations in different countries and to study prin 
ciples which could be of help to national health departments and other 
authorities dealing with this problem 

The director-general indicated that particular attention should be 
given at this meeting to the means of obtaining information and of 
improving laboratory methods of examination and to the problems 
connected with the introduction of new pharmaceutical preparations 
of therapeutic interest. However, the meeting would deal with general 
principles and would not have to prepare specific recommendations, 
since these problems had to be studied, planned and organized in a 
great variety of ways by national or other authorities, depending on 
their own circumstances, stages of industrial development, traditions, 


and regulations, and on their facilities in personnel and equipment 


International Programs——The study group noted with inte 
that the Pan American Sanitary Organization had, as early as 1945, 
undertaken the study of ways and means for improving food, drug 
and cosmetic services in the Americas. At the Twelfth Pan American 
Sanitary Conference, in 1947, the wish had been expressed to have data 
collected, published and distributed by the Pan American Sanitary 
Organization on new pharmaceutical preparations, and to include 


techniques of identification and evaluation 
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The particular problem of the registration of pharmaceutical prep 
arations in the different countries of the Americas had also been 
studied by the Fourth General Assembly of the Pan American Med 
ical Federation in 1955. At that time, it was moved that the executive 
committee of the federation should hold a meeting at which the possi 
bility of obtaining more uniformity in this field in collaboration with 
the organization would be discussed. 

While it was found advisable to proceed carefully in this im 
portant field, the suggestion was also made at this assembly that a 
number of steps should be taken as early as possible, and in particular 
that arrangements should be made to assess the nature and the extent of 
the problems in the different countries, and to study the possibility 
of later establishing cooperative food and drug services. A clearing 
house would be useful to provide information on food and drug laws, 
regulations and practices of American countries, and to publish in 
formation and data on research and procedures on drug registration, 


and other information of this nature. 


The group noted that work was also being undertaken in this field 
by the International Pharmaceutical Federation, particularly through 
the meetings which had taken place annually since 1947 of directors 
of laboratories for the control of medicaments, and at which laboratory 
assay methods for the examination of pharmaceutical preparations, as 
well as procedures and administrative arrangements, were discussed 
The group hoped that this important means of collaboration between 
laboratories would be extended as much as possible within the federa 
tion and among groups of countries, in conjunction with similar activi- 
ties undertaken by WHO. The group also noted the work of the 
federation on the registration of pharmaceutical preparations through 
its section of industrial pharmacists, which was studying the informa 
tion demanded by different countries for the introduction of pharma 
ceutical preparations and was making suggestions for simpler and more 
uniform requirements. 

The group was informed of the work of the Pharmaceutical Prod 
ucts Sub-Committee of the Western European Union, which had met 


regularly for some years and had discussed and reported on many 


pharmaceutical problems, including a unification of specifications for 


pharmaceutical preparations in national pharmacopoeias of countries 
in the union. Samples of chemicals had been exchanged between 
experts, and melting-points and limits of impurities had been deter- 
mined in different laboratories, with a view to standardizing methods 
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Unification along these lines would obviously assist the exchange of 


pharmaceutical preparations between the countries concerned. The 


subcommittee had studied their various national regulations with a 
view to obtaining greater uniformity, particularly in the classification 
of poisons and in labeling requirements. The examination of pharma- 
ceutical specialities had also been discussed and had led to an investi 
gation of the possibilities of interchanging certificates of analysis from 
the official laboratories of the countries in the union. If certificates 
from the country of origin could, under certain circumstances, be 
accepted by the importing countries, much duplication of effort could 
be prevented. Exceptions could be made for unstable products. It 
was hoped that much of this work would be made available through 
WHO to members of the Expert Advisory Panel on the International 
Pharmacopoeia and Pharmaceutical Preparations. 

Examination of Pharmaceutical Preparations at National Level and 

in Pharmaceutical Industry—Review of the Situation in Certain Countries 

The study group had received reports from its participants on 
the general principles governing the examination of pharmaceutical 
preparations in their own countries by the authorities and in the 
pharmaceutical industry. 

In Canada, such examination is exercised at the federal level in 
accordance with the Food and Drugs Act and the Proprietary or Patent 
Medicine Act, which cover all preparations on the market, whether 
domestic or imported. All pharmaceutical preparations are subject to 
the Food and Drugs Act, and the Proprietary or Patent Medicine Act 
contains additional legislation requiring the registration of household 
remedies whose labels do not provide complete information concerning 
their composition. The Food and Drugs Act provides for standards, 
labeling and packaging; puts certain restrictions on advertising; re- 
quires licensing of biologicals; allows certain drugs to be sold only 
under prescription; requires submission of information establishing 
safety of pharmaceutical preparations; and establishes a list of official 
publications containing specifications for drugs. 

In Egypt, there is a pharmaceutical section in the ministry of 
public health, under the direction of a pharmacist. When a pharma 
ceutical preparation is imported into the country, the manufacturer 
or importer sends samples thereof to the pharmaceutical section. All 
the samples are sent, with information on the composition and methods 
of analysis, as well as pharmacological and clinical data, to a control 


ling committee which checks the labels and advertising and which 
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forwards the samples to a central laboratory for analysis. If the analy 
sis is in conformity with the labeling, the preparation may be distrib- 
uted to pharmacies; otherwise, modifications must be made before 
release. Following release, samples may be taken from the market 
for further analysis. This applies to pharmacopoeial drugs as well 
as to specialities, except that specialities have to be registered, if ac 
cepted, and pharmacopoeial drugs have only to conform to pharma 
copoeial specifications. 

In France, pharmaceutical preparations are covered by a pharmacy 
law and must satisfy the requirements of the French Pharmacopoeia, 
when described therein. For pharmaceutical specialities, the compo 
sition must be given, as well as the method of manufacture and analy 
sis, and pharmacological and clinical data. A technical committee 
studies the information submitted and, on the basis of novelty, thera 
peutic interest and safety, decides whether the preparation may be 
introduced or whether further information is needed. It should be 
noted that the responsibility for the quality of production of pharma 
ceutical preparations is borne by pharmacists at all stages of manu- 
facture. Advertisement to the general public is subject to certain 
restrictions, and publicity over the radio or television is not permitted 

In India, control over pharmaceutical preparations is exercised 
by the federal and state governments. The federal government is 
responsible for the importation of pharmaceutical preparations, which 
is limited to certain ports and is under the authority of the drugs con 
troller. The federal government is also responsible for the establish 
ment and maintenance of a control drug laboratory, a technica 
advisory board on drugs and a consultative committee on drugs, which 
advise the federal and state governments with a view to obtaining 
uniformity of administration. The states are responsible for control 
over manufacture, sale and distribution. All premises where drugs 
are produced or sold are licensed. Advertisement of pharmaceutical 
preparations comes under a separate law. The introduction of new 
pharmaceutical preparations is controlled. 

In Japan, the examination of pharmaceutical preparations is the 
responsibility of the pharmaceutical department of the ministry of 
welfare, and the laboratory examination is carried out by the national 


hygienic laboratory, except in the case of antibiotics and biological 


preparations, which are examined in the national institute of health 
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Preparations described in the pharmacopoeia and other official works 
have to meet their specifications. Nonofficial preparations, especially 
new ones, must be approved by the ministry of welfare, and analytical 
methods as well as pharmacological and clinical data must be sub 
mitted prior to their introduction. For household remedies, indica 


tions, dosage and method of use must be approved 

In Sweden, when a specialty is introduced, the manufacturer or 
in the case of imports, the manufacturer’s representative must notify 
the royal medical board, send a sample and provide full details on 
its composition, as well as relevant chemical, clinical and biological 
information. This information and the samples are forwarded to the 


pharmaceutical laboratory for investigation. Under certain circum 


stances the preparation mav be sold pending completion of the investi 
gation. When the chemical or biological investigation is finished 


the results are sent back to the royal medical board. The results are 


presented to a special committee which includes representatives of 
industry. When the specialty is accepted, it is registered and may 
then be marketed in accordance with the regulations 

In the United Kingdom, control of pharmaceutical preparations 
is based on the Food and Drugs Act, and Pharmacy and Medicines 
Act and the drug-testing scheme within the framework of the National 
Health Service. A specific law exists only for the control of biological 
preparations. 

In the United States of America, basic specifications are contained 
in the Pharmacopoeia of the United States and in the National Formulary, 
and specifications for certain antibiotics are promulgated by the Food 
and Drug Administration in consultation with industry. “New drugs,” 
as defined in the Federal Food, Drug, and Cosmetics Act, cannot be 
marketed until their safety has been ascertained by the Food and Drug | 
Administration. The data submitted by the manufacturer must in 
clude a statement of the identity of the drug as well as analytical 
methods to permit quantitative examination. Biologicals such as vac 
cines are regulated by means of licenses under a separate law, adminis 
tered by the United States Public Health Service 

In the pharmaceutical industry, control is essential not only to 


safeguard the consumer, but to protect the manufacturer 


While most of the systems of examination described above may 


be considered as essentially sound, the group noted that the means 
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for putting them into effect is often insufficient in view of the rapidly 
growing complexity of the task. 

Action by WHO and Member States —The group noted that 20 
years ago the pharmacopoeias were still dominant in the establish- 
ment of specifications for the examination of pharmaceutical prepa- 
rations. Today the situation is different. For the protection of the 
users it is necessary that arrangements should be made to obtain, as 
early as possible, sufficient knowledge of the toxicity, pharmacological 
and clinical action, and side effects of these preparations. 

Examination of Pharmaceutical Preparations.—This large number 
of substances makes it almost impossible for any organization to be 
familiar with the whole subject. 

While recognizing that scientific publications are of great import- 
ance in supplying a large part of the necessary information, the group 
realized that the amount of literature and the diversity of the sciences 
involved make it difficult or impossible for those responsible for the 
control of pharmaceutical preparations to keep abreast of the flood 
of information or data being issued. A further obstacle is the fact 
that publications in several languages covering a variety of sciences 
such as chemistry, pharmacology, bacteriology and medicine must be 
studied to find the most recent relevant developments. 

The specifications contained in national codices, formularies, etc., 
may provide an additional source of information and can be made 
official. However, even with these additions, it is not possible to make 
available to the control laboratories all the necessary information for 
the examination of the growing number of pharmaceutical preparations. 

Possible Future Action by WHO.—The group, faced with these 
facts, discussed a suggestion to have a service within WHO which 
would obtain, examine, collate and distribute reference data concern- 
ing new pharmaceutical preparations. As this information would best 
serve its purpose if it were available early, the group believed it advis 
able to obtain the collaboration of the pharmaceutical industry, either 
directly or through the members of the expert advisory panel on the 
international pharmacopoeia and pharmaceutical preparations and other 


specialists, as well as through pharmacopoeia commissions, health 


administrations or other authorities, as in the case of nonproprietary 


names. On the basis of the information thus obtained, and informa 


tion from other sources, WHO would compile information sheets. 
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These information sheets would contain, for instance, particulars 
concerning the quantitative composition of a new preparation, its 
active ingredients, its contents, the field of indications and dosage 
clinical and toxicological findings, analytical data and references to 
published literature on the subject. It could also include melting 


points, boiling points, data on solubility, refractive indices, infrared 


and ultraviolet spectra, melting points of derivatives, and assay meth 
ods for the pure substance as well as for the pharmaceutical prepara 
tions manufactured from the substance. Even if all these data were 
not available, part of this information would already be of help and 
would be valuable to member states. 

If all such information is not available when a new substance 
is introduced, the group suggests that it should be distributed later 
as an amendment 

It was also pointed out and accepted that in some specific in 
stances it would be impossible for a manufacturer to supply complete 
data, as in so doing he might place himself in an unfavorable position 
in relation to his competitors. It was further thought that these 
information sheets would probably contribute toward a speeding-up 
of registration procedure in countries which had this system and 
would, therefore, be of assistance to the manufacturers of pharmaceu- 
tical preparations. 

The group pointed out that the data collected by means of infor 
mation sheets could very well serve as a basis for future revisions 
of the /nternational Pharmacopoeia. This would be a particularly good 
method of revision, since it would be based on actual and recent expe- 


rience with the proposed methods 


Definitions —The study of national regulations pertaining to phar 
maceutical preparations in the different countries is complicated by 
the variety of terms used to designate pharmaceutical preparations 
and by the fact that identical terms may have a different meaning in 
different countries or under different conditions. The study group 
stressed the difficulties involved in interpreting pharmaceutical regu 
lations of a given country and translating specific terms into another 
language. 

Differences arise also from the fact that, while certain of the 
terms used in pharmaceutical regulations are defined, others are not 


when difficulties exist, the meaning of these terms must be decided 
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in court on the basis of expert evidence. Moreover, certain concepts 
have been modified, owing to new scientific developments in this field 

The definitions given in various countries are not rigid. In cer 
tain legislations the meaning of a term, although defined in a principal 
law, may be further defined by a regulation. 

The members of the group reviewed the systems used in thei: 
respective countries for the supervision of pharmaceutical preparations 
and considered many definitions. They noted that the terms “drug” 
and “pharmaceutical preparation” are often used synonymously. The 
following were mentioned as examples of definitions broad enough to 
include the different types of pharmaceutical preparation and pharma 
ceutical specialty : 

(1) A drug (or pharmaceutical preparation) is any substance or 
mixture of substances manufactured, sold, offered for sale or repre 
sented for use in (a) the diagnosis, treatment, mitigation or prevention 
of disease, abnormal physical state or the symptoms thereof in man 
or animal; (b) restoring, correcting or modifying organic functions 
in man or animal. 

(2) A pharmaceutical specialty is a simple or compound drug ready 
for use and placed on the market under a special name or in a charac 
teristic form. 

Introduction of Pharmaceutical Pre paration—Essential Requirements 

It was agreed that a most important responsibility of officials who 
deal with the control of pharmaceutical specialties is that of ensuring 
that these substances are safe for their intended use 

Regulations for this purpose differ widely from country to coun 


try. In some countries, special requirements have been imposed for 


new preparations not generally recognized by medical experts as safe 


In reviewing the requirements existing in various countries, the 
group thought that the following information might be useful to the 
authorities resp nsible for public health and welfare: 

(1) The qualitative and quantitative composition declared in the 
commonly accepted nomenclature. 

(2) Details of analytical methods and possibly certain useful indi 
cations on the method of preparation. 

(3) Physicochemical constants if not already known. 


(4) The therapeutic indications and dosage. 
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(5) The recommended method of selling (prescription, etc.) 

(6) Samples in sufficient quantity for analysis. 

(7) Information concerning label, package and publicity (ad 
vertising). 

If a specialty contains substances, or combinations thereof, the 
action of which is not generally known, additional information may be 
required such as 

(8) Publications or documents regarding the pharmacological 
action of the substance and its toxicity, clinical reports on its thera 
peutic efficacy and side effects. 

Internationally, clinical results from the various countries may in 
certain cases be accepted on a reciprocal basis. 

Principles of Labeling—The group deems it advisable that the 
labels for pharmaceutical preparations should bear certain basic infor 
mation, and recognizes that different types of preparation will require 
additional statements. In all cases the label should bear the name of 
the specialty, the composition, the batch number, and the name and 
address of the manufacturer. In certain cases, the route of adminis 
tration should be given. Special indications might be required for 
posology, physiological incompatibilities, conditions for sale on pre- 
scription or otherwise, special conditions for storage, etc. It is im 
portant that the composition should be given in terms normally 


employed or officially defined. 


It would be an advantage if agreement could be obtained between 
the different countries on the information to be included on the label 
and how it should be expressed (for example, units of measurement) 
in order to facilitate international trade and for the general protec 
tion of physicians, pharmacists and consumers. In addition to the 
trade name, an approved nonproprietary name is demanded in many 
countries, and in such cases this should be given on the label in a 
conspicuous manner. In this connection, the group noted the work 
of WHO in successfully providing proposed international nonpro 


prietary names for many new drugs, thus helping to prevent confu 


sion arising from the use of several names for the same preparation 


The group noted that in certain countries a preparation may not 
be supplied unless it is labeled with (1) adequate directions for use 
and (2) adequate warnings against use by children, use in those patho 


logical conditions where it may be dangerous, and unsafe dosages or 
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duration of administration or application, in such form or manner as 
is necessary for the protection of the users. Where any requirement 
of Clause (1) as applied to any preparation is not necessary for the 
protection of public health, the authority dealing with the examina 
tion of new pharmaceutical preparations shall issue regulations ex 
empting the preparation from such requirement. 

Date of Manufacture.—The group noted that it may be misleading 
to mention this date specifically on the label, since this may lead the 
purchaser to believe that the drug is too old when in fact it is very 
stable and perfectly suitable for use. 

Batch Number.—A batch or lot number should be given on the 
labels of many pharmaceutical preparations, particularly those recom 
mended for internal use. 

Expiry Date.—This date should be given for certain drugs. It 
is desirable that the date given by the manufacturer agree with the 
known facts about the stability of the preparation under specified 
storage conditions. 

Whenever needed, governments should provide every facility to 
the responsible authorities for the best possible use of cold storage 
warehouses, rail and air transport, etc., in keeping with climatic re- 


quirements. 


Principles for Classification of Pharmaceutical Preparations to be 
Dispensed on Prescription and Otherwise.—For many years, most coun- 
tries restricted certain groups of drugs—for example, barbiturates, ami 


dopyrine, and other dangerous preparations—to medical prescription. 


Information on Analytical, Physicochemical, Microbiological, 
Pharmacological, and other methods.—It is important to have available, 
whenever possible, certain physical constants of the constituent substances, 
such as melting point, refractive index, rotatory power, etc. Informa- 
tion for the identification and assay of the individual constituent should 
also be supplied to the authorities, as well as the method of identifying 
and assaying the constituents in the finished product. Separation of 
components creates difficult problems, and the assay methods for 
the finished product will often be different from those used for the 
determination of the substances in their natural state. This informa- 


tion regarding the methods of studying the finished product may be 


important, as these methods are often difficult to establish. 
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Evaluation.—One of the most difficult problems in the examina 
tion of new pharmaceutical preparations is the evaluation of pharma- 
cological and clinical reports. These reports are usually favorable 
during the first period of the life of a new preparation. It may take 
some time until the side effects are noticed. The group felt it ex 
tremely desirable that the organization consider the possibility of 


further study of this question 


In the introduction of a new pharmaceutical preparation, clinical 
tests to establish the safety of the preparation must be performed on 
material of the same composition and in the same medical form as 
will subsequently be manufactured and offered in the market. 

Acceptance of Pharmaceutical Preparations in Different Countries 

It is advisable that imported specialties be subject to the same speci 

fications as those manufactured within the country. Each country 

should adopt an objective attitude with regard to imported specialties, 

and may admit without formalities medicaments which have been 

accepted for introduction in another country, provided the methods 
of examination in the exporting country are satisfactory. 

If the importing country is not yet equipped with adequate assay 
laboratories, it could, in order to check the quality of the product, 
designate a laboratory to examine the imported preparation. Groups 
of countries may find it satisfactory to establish a common official 
laboratory for this purpose. 

\ temporary solution may be to request the importer to supply 
a certificate of analysis from the exporting country. However, while 
this suggestion may have some merit, it does not solve the problem 
since the appropriate control officials in some of the important export 
ing countries have no authority to issue such certificates and, more 
over, such certificates might be found to be inacceptable in some of 
the importing countries. 

On the other hand, it may happen that a number of countries will 


undertake to make arrangements to accept one another's certificates. 


Organization of National Control Authority—Administration.—The 


administration dealing with the application of specifications for phar- 
maceutical preparations is in most cases the responsibility of a govern- 
ment. In some countries this responsibility has been delegated by 
the government in part to statutory or recognized professional groups 


such as national pharmaceutical associations. 
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The government administration may be carried out entirely by a 
central agency or, when a federal system exists, much of the enforce- 
ment may be left to the states, provinces, republics, or other units 
forming the federation. Choice of the method depends on constitu- 
tional requirements, tradition or considerations of efficiency. 


Inspection Services.—The inspectors employed by the authority 
dealing with the examination of pharmaceutical preparations should 
be professionally qualified and well trained. They should have a 
considerable knowledge of manufacturing procedures, record controls 
and laboratory examinations of raw materials and finished products 


Collection of Samples for Assay.—The reliability of the results 
of a batch analysis depends on the kind of sample selected, and the 
sample should accurately represent the batch involved. Sampling 
presents complex problems which vary with the product, for example 
its homogeneity or otherwise. The principles of modern statistics, 
including sequential analysis, should be utilized in planning sampling 
schedules. 

Scientific Services—In the past, specifications for pharmaceuti 
cals have been largely based on the use of physical and chemical tests 
such as melting point, specific rotation and qualitative reactions. With 
the increasing introduction into pharmacy of closely related com 
pounds, it became strikingly evident that these tests, particularly for 


products isolated from natural sources, were not reliable. In the last 


few years, new techniques have become available for the identifica 


tion of chemical substances and the estimation of their purity. 


Control of Pharmaceutical Preparations at Time of Manufacture 

It is realized that there are now so many pharmaceutical prepara 
tions offered for sale in most countries that the analytical staff of an 
official control laboratory cannot examine all of them within any rea 
sonable period of time, for example, one year. The group is of the 
opinion that under the circumstances, in addition to the work done 
at these laboratories, it is important to ascertain whether each pharma 
ceutical manufacturer is able to exercise an adequate control over 
every batch of all preparations he offers for sale, in order that the 
public and the medical and pharmaceutical professions have adequate 
protection in respect of the safety and usefulness of the products 


offered to them. 


It is therefore one of the most important functions of the authori 
ties dealing with the examination of pharmaceutical preparations to 
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arrange for the inspection of pharmaceutical manufacturing plants, 


with a view to ensuring that they have proper systems of control over 
materials, through the 


their preparations, beginning with the raw 
Control of 


production stage and into the final pharmaceutical form. 
the labeling, which may be considered as important as the analytical 


control at the laboratory, should be included. 


FDA PUTS INTO EFFECT NEW STANDARD 
FOR “‘ENRICHED"’ RICE 


Consumers are to get more nourishing food when they buy “e 
action announced on March 5 by the 


riched” rice, as the result of an 
Food and Drug Administration. Although several brands of nutritionally 
improved rice had been sold previously, few—if any—came up to the 


level required by a new standard put into effect by FDA. Under this 
standard, the labeling must specify the amounts of enriching ingredients 
added, the proportion of the minimum daily requirement that e: 

] 


gredient supplies, and directions as to how to cook the rice to 


losing vitamins. The standard was published last August 


lhe Administration stated that its action is part of the 


food-enrichment program, and will particularly benefit p 
where rice constitutes an important part of the diet 


ingredients—recommended by nutritionists—are the same 


quired for other enriched cereal products 

Under the new standard, each pound of milled rice l 
“enriched” must contain two to four milligrams of thiamine 
16 to 32 milligrams of niacin, and 13 to 26 milligrams 
ounces of milled rice make about two cuptuls of cookec 
tor thiamine, 40 


1 rice, supp 


50 per cent of the minimum daily requirements 
cent for niacin, and 32 per cent for iron 


The standard also requires the addition 
This requirement, however, has not been pt 
objections from the rice-milling industry 
acknowledged the nutritional value of riboflavin, 
enrichment process riboflavin gives the rice a yello 
felt some consumers might not like. In accordance wit! 
of the law, FDA will hold a public hearing later on thi 
The consumer will have a choice of rice enriched by 
One makes the product resistant to loss of vitamir 
according to FDA's explanation. Some 
with the vitamins lt 


processes s wl 
it is rinsed before cooking, 
the rice kernels in each package are coated 
another process, powder containing the enriching ingredients is dusted 
on the rice his rice may be subject to loss of vitamins in rinsing 
To protect the homemaker against such loss, the label must include a 


cantion: “Do not rinse before or drain after cooking.” 
[he rice packer may, in addition, enrich his product with vitami: 

. I 
D. or calcium, or bot! If he chooses to do so, each pound of | 
product must contain 250 to 1,000 U. S. P. units of vitamin D or 500 


to 1,000 milligrams of calcium, and be so labeled 


£ by 
? s 








Foreign Law Comment 


By JULIUS G. ZIMMERMAN 


Ecuador 

New Labeling Decree Requiring Indication of Place of Origin —On 
November 2, 1957, the Ecuadorian Congress enacted the following 
decree (published in the Registro Oficial, No. 388, of December 16, 
1957): 

Article 1—Any industrial product prepared or got up in that 
country must bear the indication in Spanish of the locality at which 
it is prepared, to which the word “Ecuador” must be added unfailingly 


Article 2—Any industrial product assembled, packed or prepared 
in that country shall bear a legend which reads “Armado en Ecuador” 
(“Assembled in Ecuador”) or “Preparado en Ecuador” (“Prepared 
in Ecuador’), as the case may be. 

\rticle 3—The affixation to products prepared, assembled, bottled 
or got up in that Country of trade-mark labels indicating a foreign 


origin is prohibited. 


Article 4—Any person who violates the provisions is to be fined 
by the competent ministry 1,000 to 100,000 sucres, depending upon the 
size of the enterprise, and may even be liable to the temporary or per- 
manent closure of his enterprise. 

Criminal action is granted for the aforesaid penalty, and 50 per 
cent of the sums collected in fines is to be awarded to the informers. 

Article 5—Preparations, whose containers were imported or manu 
factured before the entrance into effect of this decree, will be exempted 
from the obligation contained herein; new importations or manufac 
tures of such containers shall be subject to the rules established herein, 
however. 
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Article 6—In the case of long-established industries, the minister 
of economy will, against proof of existing stocks, give a one-time per 
mission to use containers or labels not meeting the provisions of this 


decree until such existing stocks are exhausted. 


Article 7—Any provisions contrary to the present decree are 
derogated hereby. The decree shall enter into effect on the date of its 
publication in the O ficial Register 


Price Control for Pharmaceutical Products—On December 6, 1957, 
the Ecuadorian Congress enacted a decree (published in the Registro 
Oficial, No. 415, of January 18, 1958) which ordered the minister of 
social affairs and the national junta for price control (which was to be 
enlarged by the inclusion of representatives of the health department 
and the pharmaceutical profession) to set up a system of price controls 
of all pharmaceutical products. The prices to the public are to be 
based on cost price, as approved by the junta, plus a maximum margin 
of profit of 15 per cent, in the case of imported products, and 20 per 
cent in the case of national products. Pharmacies and drugstores are 
entitled to a 25 per cent margin of profit on both imported and national 
products. 


The inspectors of the health department are to check on the com 
pliance with the decree and to report violations which are subject to 
fines. 


Mexico 
New Federal Regulations on Food Additives—On January 21, 
1958, the president of the United States of Mexico signed a decree 


promulgating a “Regulation on Food Additives” (“Reglamento de 


Aditivos para Alimentos”) which was published in the Diario Oficial, 
Volume CCXXVI, No. 38, of February 15, 1958; it will come into 


full force and effect on April 15, 1958. This is an elaborate regula- 


tion, of considerable length (81 articles), and it introduces a strict 
government control over all substances falling under the definition of 
“food additives,” which Article 1 defines as: 

Those substances which are added to food products or beverages for the 
purpose of imparting to them or intensifying their aroma, color and/or flavor; 
or for the purpose of preventing undesirable changes or modifying their general 
physical appearance 

Article 9 gives a detailed classification of additives as follows 
coloring matters, aromatic and flavoring substances, preservatives, 
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oxidants, antioxidants, stabilizers and emulsifiers, clouding agents, 
hydrolizers, sweeteners, acidulants, alkalinizers, moisteners and anti 


moisteners. 


After April 15, 1958, it will be illegal, without prior registration 
with the federal health department of each “food additive” covered 
by the regulation, to manufacture, handle, store, package, transport, 
sell or supply to the public or to the food manufacturer in the federal 
district and the federal territories and zones any of the additives which 


? 


require registration (Article 3). The customs authorities are instructed 
to cooperate with the health department in preventing the importation 
into the country of “unregistered food additives” (Article 5). The 


only additives that are exempted from the requirement of registration 
are “natural essential oils” (Article 46). The same rules apply to addi 
tives, whose registration has subsequently been cancelled by the health 


department. 


Establishments engaged in the manufacture, storage or packaging 
of food additives require a special license from the department of 
health (Articles 66-72). 


The regulation contains elaborate labeling rules (Articles 50-58) 
and provisions for the registration procedure which supersede the rules 
laid down for food additives in the old regulation on the registration 
of food, beverages and similar products, of March 5, 1941. 


The department of health is given a great deal of discretion decid- 
ing whether to register and thereby permit the use of a certain food 
additive and/or to cancel a previously granted registration. 


The above is merely a general outline of the most important pro 
visions of the new regulation. 


COMMISSIONER ANNOUNCES BUREAU OF MEDICINE 
APPOINTMENTS 


Appointment of William H. Kessenich, M. D., as Deputy Medical 
Director of the Food and Drug Administration’s Bureau of Medicine 
was announced on March 17 by Commissioner George P. Larrick. Mr. 
Larrick also announced the appointment of Eugene R. Jolly, M. D., as 
assistant director of the New Drug Branch of the Bureau of Medicine 

Dr. Kessenich joined FDA in 1955, and served as medical officer in 
the Drug and Device and the New Drug Branches of the Bureau of 
Medicine. Dr. Jolly, who holds a B. S. degree in pharmacy and a Ph. D 
in pharmacology, taught pharmacology at the University of Michigan 
School of Medicine; he received his M. D. degree there in June, 1957 
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